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the study of hu_a physics and chemistry and _ ...._'
dlsea_e can we reader the beaeflts of medical / " ' _'

research to _ociety as a whole. (Ladimer, ,.. .... :
Ethical and _. Aspects of Medical Research

._ Numerous legal Issues arise, however, In cennectios wlth" ......,:'*

research Involvi_ h_saaa bei_s. Problems involving cos- . ._ . "r-

me_.tt liability, and medical eafeEuards are most promlne_t. '.'.:..,

.. The pu_eso of this paper is to trace the development of .".'....""_":":_":
:" :', ;': ' " ,,"i."

legal thILki_ in this area at the gASA-Ames Research Oente_, :i.',:r!,.-",_:'"

Meffett 'Field, Oallforala, where varlo_m experlmente lavolvi_ i:_.::' L'' '"
.. . ,..,,,,, i..'. ,-,,,- ,.

human sub_eots are i_ proEres_, for the purpose of onabli_ . : _.._
• " _. • ,j_ _ ,',- ..

• . . .,"_'._: .._ _ _. ,
madto ro_oh his goal of conquert_ outer 8paoe. ,.,-, _1......_... . _,' ._:- ,,_ . _-._,, • .

• ,,:. . :......_._ . _,_,

• ._: _ .j." _!_.,,'__.

....• i. _ Bread Leek at Ames' Policy _ _ "!'_':r '_ ': "
__ -- -..,... - "' " • _.__'_2"

• "_ ,".._. ,-S ,,, , , _: .,..,,,; ',_...,',-,.

• '._, • -- ,,., _::...', _. ;* , :,

•, .. A _laxco a_ the hlutoz_ of the _es policy rogardi_• . -,.,.,_.-... _:.,: :
• - -_t_ _'._!';'_-:'=.L ',_

• . . . :, &_, • ,,t "',_:h_ax research refleot_ '_e_ e_l_::,a_ attempt to prkm_Eate ': " "_ "

:_' mea_i_ful standardm i_ th_s area at Ames, but also a dilige_t. ,'_,,,,.":,_.÷"_'"', .,

effort to effectuate agency-wide re'gulation_. Such a su_- ....

Eestioa was proposed in the Glazer meme of _uly 15, 1966, /UI',::

" :. oatltloA "Use of motloa nlmulatlon devices at Ames for con- .::,+

-. :": trolled h_aaa research." (Appendix # 41 la seotio_ two, ,.

reference in made to an attached draft of a proposed Public

'!:-"_":.,_ealth.',BorVlce regulation with the followi_ cem_e_ta_ thereon8 _,* ' :':NLN'
• . ..... - .; ;.:,.,:.

'.'.' '","" _, '_:'/':.:"_ ': ,: ,r",_,:,'.'.. ........;. .._,, :...... - ..... _art_ of the draft m&y,provldo _emo ba_i_ fez; _' '

:n. 'r_...... "_ _:*' " 'r"' the fo_ulatioa b_ NASA o;_ agoao_-wlde;staadardaul _;;::.::, i:: :<_: " ' ' ! ", _'_"_ i" ' " ,'. ..... _
" _'_ '_ _ ¢- :_' _:"i _"' *" ' ' " _ ' "° "';_'" ":' " "_ " "¢i""_ ' "

; ".'_ •,.'. ' , : . - _ :_'_' ,_., ,.;¢ _",_'. :' ..,- _.._ , ,
,,," ,,..:._ .. ,.., _ _ ...... .:.,,,. ,.

"" •"1 _'_""" "' , _ _ _ ' _', ' " _" _ '" ' _"" ''t"_" " " '" ' " 'f "'"" '"
. A_.,_/, , '. ' " ! _ ': " '. ' -' ':"." " i '" ' ", , '- "-" ' * ': _ '_ '

";_ ':" [_i,:,' , :,. , • , , - .... ,..,_ ,: _

"" "" " "": ' " " " " " " " " ' '_" - " z: . _ ; ' _ _" "

, .' ,, ;.;: • ,

....... n,|,.,
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EoverninE controlled human research. In view _ '..... -
,,: of the fact that controlled human research has - ' ',!.-: . .-

been undertaken by NASA at other field In_talla-_:-. _ ...i...!i-':"tionn in addition to Amez I submit that the fer- i.. I i..

mulatton of procedures and standards for the .-. ,......
pretectlen of subjects should be Imstltuted em !:' /i,.'i,.:..'.:i

an agency-wide basle. :. .:' i _ • :'-

Efforts at Implementlmg agomoy-wlde standards can be ..... " _ " " ' "
'o'_

..observed In the November 2, 1966 memo (Appendix # 6) and : ...-" :....

in the November 28, 1966 memo entitled "Discussions at NASA . ,
. ,... ':,/:' ...,.

Headquarters In con_ootiom with aEency-wide Inetructlom gevoI1-:,-_.:._,..:::":..
m _

Imp_ h_mam rozearch." (Appsndlx # 7) The latter document, ; i"!.",i:i!'''•:r

which "oentalns minimum aEency-wide requ_Lromentz)" (Id. at p.. I,: _ :::.-. _,,_:::"
.. ,-.;...:'_....i_,?.

paragI_ph #. Sic alzo, p. I ef April 20, 1967 memo from !: _'>'";'_'""'""::_':"

Glazer to Lores Brlght, Appomdlx # 9, whore the agomcy-wldo ;::,:_.:..;.,._',v..:_,,._,.,.,.,..,,_.,..,,
" ' :"'.i-::: ':-_ ' .1_! '_:': ..

prop.,.l dlsou, polio u.tll
• : - ,.. ,, _ ',_::. '.,::..,._:_,,',- _ _ _

• . / ..;..:'..v:.,: - :, c: .'-_...
_ I_. 1968, when it was superseded by _men _nagemen% Manu_l _., "'_r-',:_,_:_:''_:_:

7170-I. (Ap_ondlx # 11), ' • .',i_'._•.-'_),...i;,:,

While siEmifioant ohamges were introduced im the Januax_ , , .' :,i_:!_::_::_'i::
.'_.:_'.,:.:';_i'::..';:.';_

1968 regulation, the agency-wide facus of Ames remained ,'.. _,._:-:_',

. ;,_" :':,.',,... ..

Intact. Several preposalz rs_mmbllm_ AN}{ 7170'-I had been :. . ..........,..,,..,
.... . .., . ,.._.'._.,_ .

,.:. prevlousiy forwarded %0 NASA Headquarters in Waghlngtom In ii.::'"":",.'.
, , " Amos' oontinui_ effort to dellnoato mere o_llolt standards ":" :.::.':"'i:.i:,;...-

. .. , • ,".,,::'::.':_'.

':'"-' and safeEu_r_s, and the Dombllm_:,momo of August 23, 1967 ,..., ,:;::::i;.ii::,:.!i._.

. . . :. ,.,"_,.,,.,,_._
(_ppomdlx # 10) i_ in largo part a oempilat£em e_ &moo' ".... ,...:_:..;...?.!./_.:

•. _. •-,", • . . ",,._' • .,, ,.'.";;.,j.

:' ""..... Xa:.n _ lea_e.r Im the _e atiom of -'-._:' "?;". _.'":.':

...'..... ,, : . . :_ . . ... ..._:

•. - ,_.;,,._ . , .. . .f,

,................ .'_' :. . "': ;,.'_ "' _. ." -•
-.: ." , . ;. ,,_;,..:-._:...... _ , . . . ......

. , .. , . _ ,.. :._ , , .... !, ' .,. _. .

, .. -,
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agency-wide standards regarding human research. The other

space centers in this countrY have continually looked te

?
?

in the Grant Appllcatlon (App,ldix # 13) "
_. •

( . •

1 I

XI,_ _.LOok a__tth_._eDevelopment oil S_ecific Legal Issues

A. DeEini_len ef "Human Research"

.'"i'_':_,.2: // "

• ' . : 1

.... Ames for guidance in this area. AMM 7170-I is an excellen_ .r':

document, and its ability to provide suooinc_ standards ".!i "-::

readily acceptable by members ef the medical prefessien is " '

attested to by the Glazer letter of August 5, 1968 regardi_ ii

the Stanford University 0ardievascular System study (Append'ix _ _' "

8ig.i..i .- _# 12) and the August 8, 1968 respense thereto lm which _

nlflcant
c.a_eI, In Oo_ex_mity with A_ 7170-I, were made-_,' i ,dL:-''-" I

':ii:: :!':"
"'_.... ' :i,,.;.' .

_ L

m

1

The term "experimentatiox" has over the years been
, , .... ' - :.._]_'..._

Judicially construed by the courts, but it has been con-

tinually eqUated with professional disregard or negligence,

and has net 'been distiagulshed from "human research." 01early _

a distinction between the terms must exist, for as the situa-

tions have arisen in litlgatlo_ thus far, "experimentation"

has involved the patient seeking out the physlciaa for diag-

nosis er treatment, and in situations involving rather common

modes of treatment. The normal "human research" situation,

on the other hand, involves the researcher seeking out the

Iub_ec@ and the Implementatloa of'relatively _ovel tech-

niques, (S_ Ladlmi_, ._thtca_ _ Le__ Aspects ef Medical

  ub io.t 4S7
_m

.r

• .,.::_-.
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In the absence of a _udical definition of "human research," " ' "
• - .:

legal amd medical scholars have advanced their notions con- .:,

cernimg the componemts of the phrase. For example, Ladimer, ,, .; ,-i
e ,

Im his article Ethical amd Legal Aspects of' IIe.dlcal Research " ,

on Human Bein_s, cited above, propooes this deflaitloa: ' ._. ,.:

• . For our purpose, human re_earch Ia medical .... ""_ .- ,.-
science comprehendm an Investigation or obser-
vation by a prefeseloaally trained biological ":'/'::";- - "-. ', ' , "r

or medical scientist on or involving use of - ....,, ..... ,,..
human beings, healthy or Ill, Drimarily for .._:
the advancement of knowledge, lid. at. _72) i, ,: :':'_. '," : '

,, •., .,

The Ames doflnitlon of "human research" has undergone., ".:i._!-:,

several revisions. Am early statememt appears In Section | -,./:-_: ;,." ,...

of the Glazer memo eatitled "Use of motion simulation de- , i!.,._.".::.'; '_' .
• . " ... :.:.i_.::.,./._'....... _ .

vices at Ames for controlled human research," dated July i "/,,:_i:_i'!_./_;"!i:!;_-,; :'.i:

15, 1966 (Appendix # 4), and ig largely resembles the aboye, _;-..-;_;:/' : '.:-,:-.-

Ladimer dofimition:

In contradistinction to the case law con-

oopt of 'experimemtation,' °human research'

comprehends an Investigation or observation

by a professionally trained biological or
medical scientist om, or involving the use

of, human beings _ or ill primarily
for the advancement of knowledge rather than
for the benefit of a patient. Human Research,

therefore, conmotes the use of a human belmg

as a _ubJect rather than a _atien_.

Subsequently, In section 5 of'the Nanagement Instruction

dated 0oteber 19, 1966, which is attached to the November ,,

2, 1966 dooumon_ (Appendix #,6).the follewI_ deflmltlon
i

wa_ sdeptedi'

......,. I'
n

• _,:.,'.-; ..'

• (li

• . _-" :, 1

.

•.','!_'. :..._" ..

,. '.' . :

j.. ,

• £," -.
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As used in this Instructions
ao IHunaan research 8 means any test or

experimemt which may cause a human subject to . :. .
suffer stress, paim, damage to health, physical ..
injury, personality or emotional disorder, or •
death,

Oddly, the 'eMooti_ of November | 4o consider proposed

NASA Headquarters Mamagement Instruction emtitled 'Human

• + •

. °

t,,.

• i.', J.
J + . . •

O

Research Policy and Procedures' (Appendix # 6) elected to ++! + +".+ '+ /"
.-. ,:

elimimate the definition sections in the Instruction, Hew- '+ :•"' "

" iever, by the time the I_struotien "Use of Persons lm Aere- :..:++......,.,._,..,.. , .

space Research" (See Memo, November 28, 1966, Appendix # 7); "-"" .i:i..
_... i.; 'i_._..' ""'

,.'_., *+ -, ",_.. !., ,; .-..

replaced the "Human Research Polloy and Procedures" pro- .. ,:," •:+• - :;..
• . • ,,+ .. _+; • +_,. _+ .-? +

+ + ' . ' .•_:_"L'-+-:", "" +_" •
,['+' +',+ kposa, the definitiem of "human research" was relnmtated, .... ::;+. ,.+,.:,,::...... "i+•_•

+ : albe_t+i+_ 's_Ightiy di£feremt form. Seotlo. 2 stated z '".+:++'+,,,+_. .......,:..... .,+, • "+_,• +..,+.._,.r++:++_ "++'.!+re'+.:. +,+__•+•.

/i+.' :." +.:':.':+i+ii:i+'ii.:.!.... : For the purpose of this Instruction +humam ,, ++..:.:.:'<,:++".-,++P::..+:.:+-+."+,

)i+:, :: +•_:-'i research' mea_ 'a_7 research, development, " ..... +°+"++++'++,+':•+:":
-+ ..... ,++. _.... test, experiment, or evaluatiom procedure e_, ' " . +_."-',++" • ."++,.,

-- '++ "+ mam which may expose him to dletree8, pail, ::+. ' ."' ..... + ', ,
impairment to health, physical ix_ury, or ,,. -,:,. ..... ' .... .•'+.
death, + ......... +","" ', _ ,+ + .+, .+ .....

.+,._, . . :...-++ ; + . .;

• Of note is the additiom of various descriptive modes' of '+ = +: •::_,,;_ ":,'+_' ,+

research, bu_ the omission "of personality or emotional. ., '.+,(, :..:Y .....:::.':,:•i:Y.:'_':'r"++
"• ' + . " ' ' "•.:'' •'i:"+':':'++":/:'•+'ii++i':'+'+"""•'+..+.:.•" "

• • . , • . : +.._+. , , _ . '+ .,+++ .+ . _ ,,'_:,'_.

.. .... _.+ ..,+ ,_ :++ _. +:, ¢ , . •disorder as a possible resultant adverme effect of.the ..++.+,,_......++,......:?•..+.++...,:,:+•+

• S t "_ .... '-" •

...:+' tudy, + + . • ++._:: +..;•:.":,:;:,,,•, .!:• .+;
. , _. + +" , "_ '_, + .'+ + .

• i:•i , The currelt Ames defiaitlon of.:"human research" ::i_a- . ".+_.i"ii'i:".i+:.';:::++i:':._++.• :'+:++''+

:_•corperate8 all of the elements of former statements, a_d +.it;..(..":..+'•,r';';: ,::..•::' •,+

. 'Is embed4ed Im Sectlo_-# of JJae+ ;P_gemem+ P_nu_1 7170-I+.,+_+i:+....".:•:2:-:.:+.:;:,:?-,,,i:,
" , - + ' . + . • " .' " .'=_+ '+ • • • _. ' ' ;.., ..... :....,'_'+ " ++._;_++,:,i _'." " ++

<" , • + , • ++ . ', + ,' .++, ," . . • , , ,+.. ... .. :.+:.;+,.:+_..,,.._..,._ .+-/_ , _.+_ +: +,+ .

-. It reads ae fel_ewsa, + "_ ' _'': "1 .... ....... + ......... :'' +''m' + .: + ' ' " ....

' " ' + ' I + k + W + " I I r k ' + I 4 _ +. _+ _ ,d . ' " _ .... _+ ' ht + k "$ + : t ,' + ++_ " + + + " + "

'++ • _ + ' ++ . + • '' + " ++- - + _- ' ' ._ +.++ '+.'. +:" _+ m'

-. - - + . i.

- • I
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The essence of the claim to privacy is
the choice of the individual as ¢o _rhat he

shall disclose er withhold, and when he
shall do so. Accordingly, the essential

prlvacy-respecting ethic for behavioral
research must revolve around the concept of
consent. (Ruebhausen and Brim, Privacy and
Behavioral Researc.h, 65 0olum. L. Rev. TT_$,
ti9u (1965)) _ --= _-----
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The crucial problem, however, has been'the development ef

standards capable of meeting that requirement.

:, .... ::

em_ontlal to the succes,ful implementation of human researohe ' r: 'i ":_. .

I ,/::> : " "
¥or example, the Johnson memo of Apfii 5, 1961 stipulates= ::. .-

Our research does emphasize, hog,ever, the . :._.. •
importance of obtaining from the subject a _.... i.: : "
freely given consent after thoroughly explainimg " ..-.
to him the m_ture of the experiment and %he :risks 1"'_"i"',,:; "
to which he will be exposed. (Appendix # I ) i .'.'_::_.-;'

'I .'; "'.; _-.". " .
4..' C - '

j, ....

• p -'

The Glazer memo ef July 15, 1966 (Appendix # #) states the :.., ,_i

need for consent by the subject,' and refers to the attache4 . ._, .--_.. .,!_

statement by _,dward J. Rourke urglng consem_ in writi_; !::. ....
n / i .' " • ..:"

" ,' !_ "_ i '- ;. " : "" ,

Aocordimg to Rourke: :_"::"i"'_ ".....i ...i.-

':" The one aspect which we have retained from :.r._._.''el'_ 'ILL#""II.... '

the original draft • . . is the requirement ..,:_,i"."::,:,::'::.:_,_,:
"' that consen_ of the sub_ect be Im writlmg. .:,..,..,_.....,;.._..,i.
• ..',":._i,:.,._.:_,.":'.'
_ We strongly urge its ret©ntlom, mot to re- •,.,_..., ._......_..';-.. _.
.... place the need for good oral umderztandim_ _ ,"' ' ..........",_ ,: _._,,. i'. :'! ::::-i::.' .,'::_-,.,
":. between subject a_d investigator, but be- . ..,_.:...,.,..,......
"" cause proof of consent is vital to the legal _.,...',',.:.-:,.'.._: :.,

basis for the emtire participation and proof "#, r _ _. ,d _r" "" ,' "
of consent will be either difficult or im- ' ; ......:,_:.._........

possible if there is no written con_ent signed ' ..:,"':'_,:-:'",_._

b X the subject. '"; _;-" '

The first _L_nagement Inetruotien provisloms regardi_

volumtar_r informed oonsem_ were formulated in the October

19, 196_ InstructiOn,. which is !_ttaohed to the November 2,

1966,'document, (Appendix # 6) It reads as follows:

"" ' a, The freely given i_ormed oomsent of the

_., s ub_ec_ is essential.
.. b, Before a subject is permitted to _Ive his

consent t the contemplated human research must be
•,.:i' explained to the _ub_eot, in lam_uage umderltand-
,:'_:..._:able _o him,, _hi_ .explanation should include the

_., : ......... _ .: .:" .....,.,,:_', , .

_-" "' " I ' 'I'." _',.<, " '

_.:, ,., _ ._. ' _ ,,. :

•':.,.

- •• • i ":_ ; . •

_4

: ...

.... %. -

... • :: :
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nature, duration, and purpose of the humam

i:'_:_ .....;!".='_ •

_.'L,

" .: " t . '

research, the manner in which it will be . . . .......

conducted, and all foreseeable inconveniences, ,+. ..., .:.:
discomforts, and/or risks to the subject which .:
might result from the human remenrch. If the . .+ti+' _ : "
mature of such inconveniences, disco_orts or ,-_. "

, risks is not kmown beforehand, this fact should ,,.
be made known to the subject. ":_-"-.,_"

c. The subject must be informed of any parts _:::;'": :."i.'
of the human research which cannot be stopped or .:..!..., : .:
controlled by either the subject or the person -:.- .'- :.
conducting the human research prior to the :_"."!_: :,_

C :;

scheduled conclusion. .-"':;..... _"
d. Subjects mu_t give their consent in writi_?/•_? '_:"- _ "-

in such form as will indicate on its face that "'!_._ ,-
1 • the subject has been fully informed ef, and vol-_.i "" : '•.I, _ • ,. , ." . .

• " untarily accepts, the risks involved, _ .....'"

Attachment A for a suggested form ef consent. ....., ._,,_ ....

., ,-." r •.r

." _',',. 4."_ ..... J'';_

_ssatlsfactiom wlth thlz section led to a complete re- ._....._,.:_.,_._ - .

• vislom upon implementation of the Y_nagement Tnztructlon of •:j.-'_,-:"' " :
• .J -_ _.',: .". '.,,

November 28, /966. (Appendix # 7) No standards were pro-: ,:!+;:,:' 'i-: _, :.,.-
_:" : _:+.,-:. _'... _ ,', ,.
'.. }' /''i_.,'.... .

mulgated in the Instruction Itself. Instead a note to the,: .;:-:,_:.,...-..,_-;-
,' ..i_.:i_.,!..:_.? '... .,-

I{eadqu_r_ere revisor appeared, with the fellowi_ bri f .'.":,,:__i!i'i...''_i'!.i

No substantive comments except that an . .. ......- -,

adaptatlen of the language In the Nuremberg • -..
Oede might be preferable. This is an editorial _".'.""._

..' .' '. _..

matter, '-
. . • . ..

, The Nuremberg Oode had been highly publicized and was a

'..-recog_zedstandard in the areaOf human research. Thus,

_nes adspted its previsions regarding voluntary consent,

which read as follows:

' '+'". : ;. - The voluntary consent of the human subject is

':,'_'/."';" :i+,,:+.I:'.':This means that the person Involved should
• " . absolutely essential .......•!

"-.,_,,/.,..:4'haye legal capacity :to give consent; _hould be• , _ .• •._' :.

...._..' .... no n_Ll_ua%e4 &g te be _ble %e exerois_ _[ree pewe_

• % . . . ..-, .

i

T

m

. ,, , .

'#

4:' . .

. ' .:.
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• +: :•:! +:

• -. ' ' • +/. ' ,, . '+ . +

. . +. .:': :-

•,i of choice, without the intervention of any .

element of force, fraud, deceit, duress, over-reach-._.:,

Ing, or other ulterior form of constraint or
coercion; and should have sufficient knowledge .., :.
and comprehension of the •elements of the subject +. +
matter involved as to enable him to make an "r++'+ "

.... underP, tanding and enlightened decision. This ' ,,
latter element requires that before the acceptance +" ++'

' of an affirmative decision by the experimental
subject there shouldbe kno_m to him the nature, +,i! ::;::'+i::+•

• duration, and purpose of the experiment, the :+ ; ;+ _: +:
• method and means by which it Is to be conducted|+ ' _i +_/'" :"_:

all inconveniences and hazards reasomably to be ' i_ ,. , +:
.. expected; and the effects upon his health or .... ..

person which may possibly come from his particl- :+: i_ +
parish in the experiment. ,,++

The duty and responsibility for ascertaining • +:+- 'r '
:+ the quality of the consent rests upon each . .i.i. .+ •

, + ,J

i_dividual who initiates, directs, _, engages im. "@"r :

the experiment. • i..:i:::. ,::::_j ..++

• :" In 1968, with the adoptio_ of AMM 7170-I, the voluntary _ '+::+-_, +
• "" :i+:,_;+.!::

:: _,:, imformed consent provision was cha_ged once again. (Appendix , ::+ :,'+::+_:i:_'"_+.:"+

:i:+i+# 11) ,The section now reads am follows: +_+
+ , + . , .

+,.': .+., .... a. Except as provided in subparagraph 8b: +:
,: ..:_,: (I) No human research may be conducted

......Lunless the subject voluntarily agrees to par-

+_ " .... ticlpate in the human research, has freely
+ .. given his informed consent in accordance with

: this subparagraph 8a and has the legal capacity
•' to so consent.
' (2) No consent given by a subject shall be

......deemed informed unless, prior to the giving of

.:i+ consent, the proposed human research is explained
to the subject in language understandable to him.

.iii.I Such explanation must include the mature, duration,
amd purpose of the human research; the manner in

" _: which it will be conducted; and all foreseeable

' • risks, inconveniences, and discomforts to the sub-
..... " : Ject that might result from the conduct of the

" human research. If the nature of such risks,
-:.+.:_+.

" inconveniences, or discomforts is not known, ....
, + :, 4 : _ :4"1+I'1+k"'1: J _ this fact must be made known to the subject.

.., ,., .... ,':.,,, .:, ..In addition, the subject must be informed that

'he may withdraw from the hmnan research at any
time, or if this is not in fac+ the case (be-
cause the circumstances:of the +xpepiment make

•uch wlthdrawal'unwlse, d_ngerous I @r imposslble)_

he must be so advised, :
+

!:i/ii:i +ii::i:
" i: ?::::;:ii!_:iJ+

+,:+ !

• ' "L.'

' +" +, ,i +

i.++¸•.••:. i'i.' _, +: •

+
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(3) A subject must give his cons_.=t in wrlting _ .
in such form as will indicate thnt he has been

fully informed of, and voluntarily accepts, the j -
risks, inconveniences, and discomforts whloh may ,
be involved. "

(A) A person who is a minor or who is without i:!:,,

legal capacity to give his voluntary informed i .
!

This provision goes beyond Nuremberg in three important

respects: (I) There Is an expllclt requirement of written

consent shall not be a subject of human research
without sueclflc authorization in writing sl_ned ; .

by the NASA Administrator. I .: .-

b. The Director _y waive some or all of the ....._,
requirements ef subparagraph 8a if he determines _" .....
that, due to the requirements of the proposed ,."'""_. :

human research (e.g., necessity that the subject :, .:_
be unaware that he is participating in an experi- .;., :'

merit; nature of experiment requires use of minors. _
_:hen otherwise aut'_nri_ed), such research would " "
_-e seriously hampered by amy of the requirements _ :'

of subparagraph 8a. --,-:.,.. ,_.
. . !

consent; (2) The Director is given authority to waive some.,

of the general requirements In certain instances; and (3)

Specific refnrenoe to minors is made. The importance of

the latter provision is that while it Is highly umllkely

that minors will be utilized as subjects _f human research

at J_es*, the deer remains open for the remote peszlbillty ef

child research becomimg a reality.

The present soctlon is well drafted, incorporating all

of the safeguards deemed important by writers in the field.

The effectiveness of the provizio_ becomes most evident when

viewed in the context of actual application. The Special

0ensen_ Form @ttached to the iette_ of August 8, 1968

. w

-,.. .,',%,__ - . .

°_ _ •,_ • ,%, _.

.. • ,_ -.

• ,. ,-
, .. •.,

. ... .

• , • . /,, ..

v

• .-_ ,,

- . '. • ,
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regarding the Oardiovascular System _tudy (Appendix # 13)

_erveu that purpose. Tha detailed descri_t_on of the _ro-

posed research ensures a more fully informed consent tha_

was the case with the generally vague and broad forms em-

_" plsyed earlier. (See _._., forms attached to the Glazer

• July 15, 1966 memo, Appendix # 4|forms embodied in the

I

September 30, 1966 document, Appendix # 5) ' * "

The forms attached tothe November 28, 1966 memo (Appen-

dix # 7) amd the NASA-Mas_ey Temporary SerVice, Inc. contract
J

also seem to satisfy the requirements of A_! 7170-I. In / . _

sum, the Ames Research Center has made great progress in

adopting meaningful standards Im the very important area of "

Waiver of liability

velumtary lmformed consent.
I

.... Related to the problem ef voluntary informed consent is

While a fundamental tortthe issue ef waiver of liability.

rule states that the consent of an individual injured @r damaged

i

will usually avoid liability, this principle is mot invoked

in the human research situation. Ames ha_ consistently taken

a position against requiring waivers of liability from re-

search subjects. This section shall relate instances of

Ames commentary on this _ubJeot.

.. . As early as 1961, Ames took a oritlcal viewpoint towards

release ef llabillty'_ (Appendix #I ) In a letter dated

.April §, 1'19611 the General Oou_sel disapproved of a 'pro-

. . , , .
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pose_ release, saying:

r

14

• ..:•_ii:_;: _u_,

ii:L

•_" . -

Since we arQ advised that the centrifuge + ' '
/, ." ._i.1 . • . .. 1.

tests arc conducted im furtherance of the

Govermment's approved space program, as a .-,,
matter of policy, it _;ould seam inappropriate _, _.-.
to seek release of the Government at the ex- :

pense of those partici_amts who are oomtrlbu- "-_:..... '_&_#r'
tlmg to the Govermmemt a program. ...- + : :....

A 1965 Dembling memo (Appemdix # 2) stated im regard te

waivers of liability: '

It Is our opinion as a matter of Govermment

policy, that waivers of liability should net be

required from the participants im hazardous
tests. If an accidemt _hou!d occur, the burdem
of risk should not be borme solely by the in-

Jured individual. Also, such waivers have the
detrimental effect of discouraging p_rticipatlom

in the tests.

Subsequently, the July 15, 1966 Glazer memo entitled _:

"U_e ef motion simulation devices at Ames for contrelled ,_:

hum_m research" (Appe_dix # #) refers to the 1961 letter

queted above a_d states in section four_

To comport wlth established NASA policy
'consemt forms' must not contain statements

requiriug the subject to waive, or otherwise
release, rights against the Govermment, third

parties, or individuals Im the event of mis-
adventure.

Similar policy statememts may be located im sectiom 7c ef

the proposed Mamagememt Instruction of October 19, 1966

(Appendix # 6), section 5B of the Namagememt Instruction

attached to the November 28, 1966 memo (Appendix # 7), ...

and section 5 of the Dembli_ memo dated August 23, 1967 :_

(Appe,,41_ # I0), whioh ham _ee_. embed_le4 i_ gection 5 e:_
A

.,- **,

• -, .

, . .. •

. . • ,. .
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Ames Managome'-t 1,_mm.1 7170-1 (Appendix 1'/ 11 ) and reads as- ';

followB:

Apart from the obtaining of a proposed
subject's consent in accordance with paragraph
8, no subject shall be asked to waive any
rights that may arise in connection with any
injury, loss, or death suffered by the subject
as a result of human research.

• , .+

O

Thus, it can be readily observed that Ames has uniformly been

critical of waivers of liability, and that thin issue raIIeI • •_

no particular problem a_y Io_ger.

D. Additional Safeguards

1. Group review of the project

An esze_tial i_gredient of _y human research project

is prior review and approval ef the propozal by a group of

medical experts and/or intelligent laymen. In view of the

high degree of risk to the subject and the nontherapeutic

purpose of the experiment, a necessity arises for conflrmanoe

0 of the principal Investigator's opinions by an enlightened :

objective body• As one writer states while discussing non-

.... therapeutic treatment:

Here, though it may be hard for us to admit .iii

it, the issues transcend the expertise of any
-- single individual representing any single "

professional discipline. Legal oonsideratloms_
are involved, az well as moral and ethical +j -
con_ideratlons broader than any professional

code, Specifically, when the research pro-

posal Impllem confllct.wlth the public ethic,

!.
.-+,

.-,';. .- ,:

.+. +' ;< ; . .

+ ,

- _ • + +

+. -

. /

' ! ", [

,,.. "+

. + . .

- .f'- ._ +,•

.y .

•r . .
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the regponsibility for the decision im too great :.
for the scientimt alone. (Stewart, An Invitation
to Open _, _Saturday Review, pp'_ _I.3, 44." ."
_uYy-2,-I966D- .=-- ........ = .... . ,,:

The Public Health Service ham released a policy Btatemelt

.requiri_ group assessment of each pro+_ect prior to i_vem-

tigatiex. Such review shall consider (1) the rights and

welfare of the subject, (2) the appropriateness of the in-

formed consent, and (3) the risks involved and the potential

medical benefits to be derived. (See Public .He.alth Servic.o

Poiicy'fo_.._r th..._e 2r.otectiom. o__f %h__e.Individual a..z9 a Subject

of Investigation, U.S. Department of Health, Education and

, I - " . +

I,

• .,!. ,'.._" . .. ,... _

• / _L+ • -.t'

• ,.._:.+

.!, : . .

"'T' ':.,i : ;:.;

. , '.(

" [_'i + ;i " r ;' t '_ :

Welfare (March, 1968)) :'"
i '_ '_, ." ':_:. '_ ,, "".., " '" .'. ".

A statement describimg the composition ef the review board i:i!...:i,I:':i_;'

at Ames appears In the Harold Sandier memo of June 6, 1966:: [:, "+_:_:_,+./v::

(Appendix # 3). He states in paragraph four therein: .;:-,.',.!:' ,'::

J

+ ,

The Board should serve the dual purpose of
defining the medlcal-legal responsibilities of
this Center for human volumteers as _ubJectz

for research and of defining the medical safety
criteria and procedures to be used by all in-

vestigators and medical monitors when using
human test subJect_. Aside from legal repre-
sentation, thi_ committee must contain indiv-
iduals with specialized a_d personal experience

in clinical research. A Ph.D. degree does not
satisfy medical-legal requirements. 0nly
H.D.'z with at least two years ef clinical

experience and, preferably those individuals

with personal experience with motion simulators,
mhould be chosen. The Board should include at
least three _.D.'s of this caliber and be suffi-

ciently flexible to include or replace appointed
tn_ividual_ by personnel with more depth ef ex-
pe_ience when 'the occasion arlges,

The medical personnel on the board ie doeo_lbed with come

speoifioit7 _ the above memo; while the legal _epreqentation

-,,. . . :

. ,_ .,.,

oj

.:i"
.+; •

• , :.; "[. • ,: .
t.

.. , , .

,+ ..

'-.. ,
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is lightly glossed over• The Glazer memo of April 20, 1967 ....

to Mr..Loren G. Bright (Appendix # 9) discusses this problem

in paragraph three:

+ .

"' " • a

+ ,+ °

Paragraph 3 of the Rathert proposal dis- ' .....
closes that a 'medical' review board will, : •
among other things, approval (_ic) or reject • :
proposals to proceed with a given line of re- "_!i _
search. +Pay a 'medical' review board? This
departs from the 'Jury of peers' idea espoused + /

in some of the literature concerning approval, " "
'to go ahead', with a line of human research. _":i+. ,
The "Board' should be composed of laymen as well • " ': "

as scientists; this is not to say, however, that '_"
laymen should be in the majority. I believe : 'i

and balances' if one, or a couple of, laymen :_.....
served on the board And if a given line of : ".: +

• ,.- . , ..

'human experlmentatien' is simply at _;ar _ith ,;:: ..

their 'good common sense' the laymen involved

should vote against it notwithstanding 'scion- • ' .i"
tifically concluslvo' arguments that the exper- +.!,?"i..

Iment ought to proceed. The Board _hould not ..
be a 'blue rlbbea paxel' of scientists• ,

_ Section four of the Mamagememt Instructiom attached to the

, November 28, 1966 Glazer memo (Appendix # 7) designates

several review functions to a specified NASA official. The

January 15, 1968 AMM 7170-I (Appendix # 11) goes further by

requlri_ a detailed protocol (See Attachment A to 7170-I )

%0 be submitted to the Director prior to commencement of the

investigation. The Director is instructed to conslder whether:

+
,. .

• , , • •

(1) The importance of the objective of the re-

search out_;elg_'_ the inherent risks to
the subject.

(2) The subject of the htu_m research will be
unnecessarily exposed to risk of injury,

discomfort, or inconvenience.

(3) _he subject or his representatives will re-
oeive &dequate oempensatlo_! by reason of

P

r ", • , -2

..+ .

. • +

, • //
4

/ •
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insurance, worl_nan's compensation, or the like, .,
in the event the subject suffers any loss, injury), . : '
or death as a result of the human research.

In addition, section 10 authorizes the Director, at his
p

• , 7

discretion) to appoint an advioory board to aid him in hls' '" ""

decision.

The mo_t recent statement concernin6 a review board ; : .... :i:. +...,. ,....

appears in Attachment A to the August 8) 1968 memo from , ..'ii"" ..::

Sutton to Glazer (Appendix # |3) i_" regard to the Sta_ord "ii:... : i

University Cardiovascular System study. Therein one finds : ",.
... ° . . . -

a document entitled "Institutional Assurance on 7nvestiga- ..... ; +_

_ions Involving Human Subjects, Including Ollnical Resear0h)., " ...."..... "
" ",+ .' ++'_'_ ' i:i., "+ . [

which adopts the policies announced by the Public Health ,,-0 ." .." ' . [,
.... .+ ,:,,?_• . , _':<

+,,, , ,, .,, +. ....... _+
•Service, and is in compllanoe with the terms ef AMM 7+70-+ .............. "" "' "

+" II'+#'t'" /"'))+I '" " " '

'_, - , , ,+, _ , > , ,,+.... +,F + ., •

....... 2. Prosu, ce of two pl:)o"siolanm .... "" . "

-. Writerm have auggented) aa am additiQnal safeg_rd) the , .,.,.,

•presence of a monitor during the investigation whose sole -"+'.,": -:":'_",

concern iS with the welfare of the s_b_ec£. (See Mulford, ..... :r.,.,..
_ • ,; _

" " Experimentatign __°f Human Beings, 20 <Stanf°rd ._.L" .++_ev'._ 99 :'.._',.,_,,,.: <""-.":,.i"i;:,. +' .... If+
(1967)) Such a procedure has the advantage _ avoiding a _.:;" '"

conflict of interests problem on the part of the principal ......'- " +

investigator. A_I 7170-I, _ectlon:,7 (Appendix # |I) pro- ..- ,,.+,.:_,, +

rides for extensive oxaminatio= of the subject by a phy- ' 4<' r ' :--: ' : ' , ' +"
_+..

+.

81olan, and in Attachment A thereto require_ the protocol ' _"

te deso_be the availability of a physician during the course ,+ .. .+--

, , y !

of the inyost_gation.
• _. _ _.'. _.; .

'+ /,,',.".', .._ _ ,.i.;., ":: - + " "
m

_,'. - :'.' ,; _,+' ..- ' .

.+

. ,'.-

.... /
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• 30 Screening of reports prior to publicatiom ; " . ....

It has been proposed by some writers that all reports by ,

investigators should be screened prior to publication, for l_ :

the purpose of detecting violations of the sub_ectts rights. _

As publlcatlom i_ the ultimate goal of all researchers, it is :....
! , ".,'.

alleged that such a safeguard will ensure self-restraint. :..

(See Mulford, Exper!mentatlon o..f.f Human Belng_, 20 .Stanford

O . .• L. Roy. 99 (1967); Beeoher, Documenting. the Abuse_, Saturday :-

Review, p. 45 (July 2, 1966)) As of. this moment, Ames has ,, i_.i..,!,*
,- .._., ',,, . ' ._..." "

s'uoh " :: ' ': " '
not promulgated a rule. ,,.:.. :.,

9onclusion . . _i.,, _ .
. , ", , " ._. "_ , -

, :,.. .

As indicated earlier, the area of human research has yet ,_ , ..... :-

to come under Judicial scrutiny. While the term "experlmenta- :_

0

rich" has received court interpretation, it has been con-

strued within the limited confines of medical malpractice.

Oonsequently, it can be predicted that the ztandards promul-

gated by Ames and by other institutions will ultimately have

• -, , " •

to face the test of legal sufficiency. Favorable results seem

likely.
, ' _

r •

t
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AG/laf April 5, 1961

Ames Research Center

Moffett Field

California

Attention: Mr. Arthur B. Freeman

Administrative Management Officer

Re: Hazardous Experiments Involving Humans

Dear Mr. Freeman:

After reviewing the release proposed for execution

by contractor personnel participating in NASA flight

simulator tests, we would recommend against its use by
Ames for several reasons.

As drafted, that release would relieve both the

Government and the agents, employees, etc., of the Govern-

ment from liability. Since we are advised that the

centrifuge tests are conducted in furtherance of the

Governmentts approved space program, as a matter of policy,

it would seem inappropriate to seek release of the Govern-

ment at the expense of those participants who are

contributing beneficially to the Government's program.

We can appreciate the concern of doctors and other

Government personnel as to possible personal liability

resulting from the conduct of these tests and, accordingly,

have looked into this question. Our search has revealed

no case holding a physician liable for injury to a competent

adult volunteer subject arising from experiments conducted

in accordance with carefully considered safety standards.

Those cases where liability has been established have

factually involved a patient's change of negligence against

his physician, and despite some language to the contrary,
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seem little different than the normal malpractice action.

In such cases, the proposed release would probably be

ineffective as a bar to liability.

Our research does emphasize, however, the importance of

obtaining from the subject a freely given consent after

thoroughly explaining to him the nature of the experiment

and the risks to which he will be exposed. A written

consent would be most valuable, tailored as closely as

possible to the particular experiment and risks involved,
and we offer our assistance in its preparation.

Meanwhile, we shall study further to assure ourselves

that everything possible is being done to lend NASA support

to those charged with the responsibility of carrying out

the asency's experiments. You may wish to examine further

specific problems, and I shall be happy to hear from yon
or to discuss them first hand whenever you are in Washington.

Very truly yours,

IAF/rks

John A. Johnson

General Counsel
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"Office Memorandum "* UNITED STATES GOVERNMENT

TO
, + f

Mr. Paul Dembllng
.NASA Headquarters

. WillLam Vo Shaw - Ames

DATa:

FROM _ '.

suBjmc"r:

Feb. 21, i_1_1 ' "

L ;p

l

Hazardous experiments involving humans

Dear Paul:

Referring to the recent telephone conversation Art Freeman had with you
regarding the legal and medical questions our people are raisin 9 in connection
with experiments involving human subjects, I am enclo'sing a draft of a release

designed primarily to protect our personnel and the Government when contractors
and other, out._lde._u_rsQ_ueL4_articipate in oui flight simulator tests. _f_f_,dh-Td_" ....

e as we do that such a release may have some force and effect in the eventmishap, we would appreciate your reviewing it for legal sufficiency and
giving us your comments on your forthcoming visit to Ames.

I understand from Art that the period of your visit was not set when he
talked to you, As it turns out+ two of the people most interested in this matter
and to whom we think you would like to t_K--Dr. Harald A. _,_..a_l and G_m, ge
Rathert--wlll be on extended travel on and after Ma___l_.f_. Dr. Smedal
will be in J'ohnsville, Pennsylvania+ working on s_0-m-e all-the-very tests in question
until May 2, 1961. Thu.s+ from our standpoint_ the best time for your visit would:
be early in March.

We are loo_tng forward tO seeing you again.
L
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_, an official
_nereasp lp _ , .... ,
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+ ,
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.+.

representative of

&cting un&er the instructions of that organization; wil% be ri_i_ moving i" ..,,

_se flight simulators at the Amen .Research .Center, and vhere_s Z have I'

been warned that +maximum asseverations antioipate_ on this _ro_ecb _x'e" +'

u A " ' ' ?'o' '"
n . u L_ / * " ".

d

o _

AS . ,. _,

and that limiting devices have. been set to avoid exceeding these acceler- _'
a

ationsa and vhereae I have been..further varne_ that equipment malfunction

and/or safety device failure could result lu exceedi_ these accelerati°ns_ _*,

_articular_ in the f_rm of tmI_ct stops, vMie.h are in excess of normal

safe praeticep an_ vhereas Xdo so entirely:on my own initiative, risk_ •

, and responslbi_ItY_' _e_ylng on medlca_ _dvlce, given me by physicians

; nov, therefore, in
employed by .... ' "

consideration o:_ the permission ex_en_ed to, me by the United States through

its officers ar_l agents to _ake such action, I do hereby_ for myse._f_ u_

heirs, executors, an_ administrators remisei, release .and forever discharge

the Government of the United States and aqY of its officers_ a_euts, and

" employees, actln_ oi_ieia_Y o_.iothervise, from al_ claims_ d_A_n_s_ _ctiOnn_
• ' |

or causes of action on account of my death or on account of _n_ injury "to

me vhieh m_¥ occ_ _om an_ came durin8 my presence _tn the moving _a_e

$imulato_ _urieq_ rids _ro_e_ or eontinuan_en themgf_ or uny' _f_er
*" *,

i

4

+
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FROM z

• CXRCULAT_OTO FIELD COUNSEL

2X l.'

X :/9 Z.
i"

,( , • ,:t .,

•; Noted !
Mr, Sohier

_nned Spacecraft Center
Attention= Mr. J, Wallace Ould

Chief Counsel

Office of General Counsel

Legal aspects of hazardous experiments

and tests involving humans

I .

_ PROB_ }4

In your, memorandum, __ated Feb_mry ii, 1961_, you invited

our com_icnt on and discussion of several questions per-

tainlng to £he legal aspects of hazordous experiments and

tests Involvin{_ unusual physical cor_Jltions for humane,

such as confinement in a centrifuge or test cham_er and

su%)_ee% %0 vacuums or extreme temperatures. Spe_ifienl_p

.._ aske_ the followinE_ three questions :

Are medical personnel, detailed to NASA by

IDD; inhibited by DOD regulation, or SI;ate
law, from affording monitoring, first aid,
etc. to Government or Contractor "personnel?

(z)

Policy-wise, should waivers of liobility

be requested from Govemunent or contractor

personnel subjected to unusual conditions?

(2)

• Is it advisable to undertake con hractual

provisions under which the employer-

contractor would agree to hold harmless the

Government? Or to require that the carrier

of his Workme_'s Compensation Insurance

waive any rights of subrogation _ainst 'the

Government? ' •

•': ,:
' I
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F(:dersl or State Restrictions on Medical Activities

(a) General "Authority. to Conduct Research Experiments,

Under .the Space Act, the Nationnl Ao.rona_itico

. L.'

,w

'l

nnd Sp_ce Administration has been _,,_n-_"__,,_,..,-I_,,,.._.-"+',_-'- ,'

ity. to conduct the space program of the United S_ates L ' '
S|Id to perform whatever activities are necessary in

connection" therewith (I_2U.S.C. SS2h51, 21_73). 'l%e

Supremacy Clause of_he Constitution of the United

S_ates (Article VI, Clause 2) provides that the Con-

stitution and Laws of the United States shall be the

s11preme Law of the Land, and, thereforep spnce acti-

vit.ies can be esrr_ed on wlthol]t regsa'd to the inws

of any State. McCullou_h v. M_,ryland, I_;a,e_t 316 (1819);

P.u_ v, United _ 371 U, S, 2'0 (1963);

Leslie Mi].ler; Inc. v. Arkansas, 352 U.S. 187 (1956);

l_ublie Utilities Commission v. United States, 355 U. S.

534 (1957); Johnson v. Maryland, 25_ U. S. 51 (1920).

See also Report of the Interdepartmental Committee

for the Study of Jurisdiction over Federal Areas

Within the States (submitted to the Attorney General:

Part i, April 1956; Part II, June 1957).

°. 1,

• ° ,. • ,

• ,°

, °,

.-,t "

Specifically, section _03(a) of our Act directs
NASA to "(i) plan, direct, and conduct aeronautical

and space activities"; and "(2) arrange for partici-

pation by the scientific community in'plonninG scien-

tific measurements and observations to be made through

use of aeronautical and space vehicles_ and conduct or

arrange for the conduct of such measurements and ob-

servations . . . ." Thus, there can be no doubt of

NASA's authority to condu_t experiments relating to

man's capacity for space flight end to utilize the

services of scientific and medical specialists in

connection therewith. We can see no basis upon which
State law could interfere with or" restric_ such

experiments. '

(b)  ilit Re z hons

.1'%

• ,f•'

., , , .

• ....

, _," .

We have talked with several lawyers and doctors

in the Department of Defense and their _ere unaware of

| •

!
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any regulations which would prohibit military medical

personnel assigned to NASA from p_-ticipating in
scientific tests or research activities. _le ouly ,.

possible restriction they mentioned would be oc_iust

girl.ng general medical treatment to contractor era-
(aside •from first aid and emergency care),ployees

but we assume that this is not what you had in mind. !

Nevertheless, no matter what military re_iations

m_v provide, they do not apply to military personnel

assigned to NASA. Section 203(b)(12) of the Space

Act authorizes NASA:

O'

e" "

,_,:_

e

f

,i

o ¸.

° •a •
i

(12) with the approval of the Presi-

dent, to enter into cooperative agreements

under which members of the Army, Navy, Air

Force, and Marine Corps may be detailed by

the appropriate Secretary for services in

the performance of functions under this Act
to the same extent as that to which they

might be lawfully assigned in the Department

of Defense;

Pursuant to section 203(b)(12), an agreement was

entered ihto between the Departments of Defense, Army,

Navy, and Air Force, and the National "A_r_autics and

, 0 "i"'. "

• " .

• ,'.:'J"
i

q

• ", 4! •. .

- - ..c."

• /..,

i

i

Space Administration, concer_ing the detailing of mill- " .

tory personnel for service with NASA_ which was approved _ '..'"-.

by the President on Apri_ 13, 1959. The agreement (NASA . . ,..i_ .

Management Manual Instruction No. 2-3-3) provides, among _'.

other things, that military personnel detailed to NASA . ...:..'i

will be governed by NASA regulations, except for military

discipline, leave, and flying requirements. The agree= ..,

meat states (Par. IV,(b)): ,:'

Except as _oted in (a) above, persons . '."

detailed or apl_nted to NASA will not be _ •
subject to direction or control by the De-

. partment from which detailed with respect
to their duties and responsibilities with "'
NASA. Personnel detailed to NASA will be

governed by all appropriate regulations an_

•' directives of NASA.

I

I

I
' I

I

|

I
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"t,

or upon the order of United States medical

officers and hospitals, but where this is

not practicable they shall be furnished by

or upon the order of private physicians and

hospitals designated or approved by the
Secretary. For the securing of such servi-

ces_ appliances, and supplies t the employee

ms_ be f_rn_shed transportation, and may be

paid all expenses incident to the securing

of such services_ appliances, and supplies_

which_ in the opinion of the Secretary are

necessary and reasonable ....

'- ,

0_. ,.

find no inhibition in State law or military re_ulation

against providin G mon_torxnG and first aid services to

Government or contractor personnel. Moreover, we under-

stand that the research doctors and specialists who con-

duct s_ch tests are not necessarily experienced in the

treatment of accident victims. For that reason, we

recommend that practicising physicians who are _ ex-

periences in treatin_ accidental injuries also _e present

_hen hazardous tests are _eing performed.

Waivers of Liability

: It is our opinion, as a matter of C_vernment policy_ that

waivers of liability should not be required'from_he partici-

pants in hazardous tests• If an accident should occur, the
burden of r_'sk should not be borne solely by the in_ured

; .; individual. Also, such waivers might have the detrimental

effect of discouraging pazticipation in the tests. H.R. ii_9_

a bill to provide extra psM for federal employees performin_
hazardous duty has passed the House _nd is pending in the

' ' Senate. Xts purpose is to encourage employees to take part

in activities such as apace experiments. Requiring partici-

pants to sign waivers of liabilit_ would have the opposite
; ; effect. '"

a Aside from polic_ o_nsiderations, the field of compensa-

m

'2 "/' "

•.t.: -

;; ,° o

L

, ,.; :

t
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:; .; :."
• .', o
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tion forcoceupational injuries is covered _ s_atute: ns_e_, .. :the Federal _np_oyees Compensation Act (_ UoS,O, 7_ et seq, ': ,.: "'_.. .

' and the _orkaen0s Cc_pensation.Acts enacted :l.nal_ flay

s_'+-es'r"" '_ " " :.... ...... '• ' _ .._; ,,. . -- .

,, ,, , ", ,:• , . -, , ,,. ,., ,,. • ! . ', • ,,

"' ' i ''' ' ;. 1_

'," ;'_ .',', ' ' . " :" _"" :'i"',.;....
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The F.E.C.A. provides for compensation for any civil

federal employee injured or killed in the performance of

his duty &5 U.S.C.751). Seetio.757 (b) of Title 5 pro-

f

,Ii

, ,?/,' .
• , 0

• o,
. a i." •

-,,

• .. /;; .'

'.'.vides that the l_ability of the United States under F.E.C.A. :;:,,

is exclusive and in place of all other liability of the '"'

United S_ates to the employee or anyone entitled to recover ......
on his behnlf. Bee Johanson v. United States, 3_3 U.S. 4_/ ,' "' *

(1952);. and Patterson v. Unlted State_, 339 U.S. _95 (1959). _....

• '_" i' ":'i.', "
The cover_e of the F.E.C.A. is very broad. Section,, , / .,,.:_:,.,:

790 of Title 5, United States Code, defines the term ....

"employee" to include "(i) all civil officers and employees ' ' '*'°

of 811 branches of the Governmen_ of the United States . • :, : ",_',_'_

(2) persons rendering persons1 services of a kind similar : " ':

to those of civilian officers or employees of the United '. ,:',
, ',/I:' rj •

I '

• , other expense of such p_rson . . . .
vide compensation and other benefits to miXtary personnel

• injured in the llne of duty (e.g., 38 U.S._. 301, _01, 501,
601_and 701 et seq.).

States to any department, independent est_Dlishment, or " ., .......
agency thereof, . . . without compensation or for nominal _'•':_,.,..

compensatioq, in any case in which acceptance or use of , .' c._,_,,,,

such services is authorized by an Act of Congress, or in

_hich provision is made by law for payment of the travel or

" Other statutes pro-

C 'ii . : out compensation. The Bureau of Employees' Compensation,
) '. .ment on a temporar_ or permanent basis, whether with or with-

' .... ,:, Department of Labor is responsible for administering the i _'_}i::..':_:',, '":__ ' '.act (5 U.S.C. 778, 783). The Bureau's regulations explicitly' ..:.i

.:.... _ The Federal _nployees Compensation Act and the military
'._ '., compensation acts, accordingly, would extend to every pardi- ',., ,'.

i cipant (excep_ contractor employees), employed by the Govern- _', "._,

t

:,&:;

, ,, _..,

" _g 'l.t : •

, ' The employees of _ASA contractors are similarly protected :'

'', ,, by state wor_nen's compensation acts which provide statutory ,

,' i.'. :' . ' compensation for on_the-_ob inJu2ies. When an injury to an . ' ".
• , . employee is covered by ._hese laws, "it is uniformly held that .....:...:

v, '. %he statutory compensation is _he sole remedy, and that any, ..
• ' .' , ' _ _' II "

,.. • ;,emn°**:;  sser.,, .On.Tor  .. :,. '
.", . _' ." ' ," ', ',.:'.' ,,,: _".. ,'.," • ,_' ,,i :' _. •' ., ",:'..'. ;'"';'" ',

..... [ ..... ,.._, .... .,, . . , .., . ,
&

, ,, , • ,. _, • . : .. _ . .* , / ._, .,. .,... .., ,., . , , , ,, I., . o

,., ,._ ..; . , _ _ ' ,, ,., . -.,... , , .,, , • ,, .. • , _ • ,

', , . • " , '. , ', " "J ,' "'_ ' ,.' . " :, '. i .... '" .'_., • ' ,' '
• . ,. . .

' ,. ,' state that no waiver of the right to claim compensation is

: ', :authorized (20 0.F.R. 1.2_). The rules ofthe B_eau _or

, ! : ,_processing claims are set forth in 20 C.F.R., Ch. i. , ':' °, ,

[
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: (2d ed.)_ Congress has extended such state laws to_n ..... ' ,:+' _:
# elude federal territory withim the states (hO U.S.C. 290). " +"

, In Capetola v. Barclay White Co., 139 F.2d 555, cert. " :'"'_:

; denied 321 U.S. 799 '(Yg_'+J,that statute was held to make ......,:.:?:;'+ ,

• "the State act o_rable as tO injuries tO contractor era- ''' ::'; II
; , .+ployees on federal property s even without formal adoption : " : '_"'

/ s i: of the federal act by the State legislature. See Wa].lach .i. '0+'_'",

i 4T ( 1963) L. v. Lieberman, 219 F. Supp. 2 D.N.Y. • ,." :": _'• ,,'.';:.
I ° ' ' ,s _I ,,'.,I J ' •

I j ..,i, ' . •

• .' In most instances, the workman's compensation acts, by .: ' ..,_+.,..:
,, , , ..,::+., ;'.'_

' _ .... their own terms, prohibit any attempts to obtaln _aivers . . ,.......,

.' • or releases of the statutory _enefits (58 Am. Jut., Work- , '_"_3'

• ' " .men's Compensation, _49). Such prohibitions are valid. :i ./.:'_Ci:

O, . Alaska Packers Association v. Industrial Accident Commission_ . :'.+_"-i: ,:_
'+ ' "29_ U.S. 532. And even in the'"absence of express 'prohibi%+ion+ ..':'.ii.[_-I)

i ;, attempted waivers would be invalid as being aga$nst public • ,'..!,_:',.[)

... ,' polxcy. 58 Am. Jt_., _; Carpenter v. Globe Indem. Co.j, .,,+.,,i.e...+ ,,
, ., • .. :;:.,:_

• ., . .!,.,,._.'• :./, :i"./ 65 R.L 194, lg A._ 235.

+.' +:. If there are participants or observers in the forth- :';,

"+: .+!i, i/:..;: _.': coming hazgz_1ouS tests who might possibly not be covered ' ,:.i.i.,::...+:'.;;_'i.'' . .
by F.E.C.A. or wor_en's compensation, we should not attemp_' " +:'!"',:.i_'..';_.i. .'"

n

p_ I

• , .. ...; _-_# waiver tO depr±ve them of the relief that Congress h s " .'..+,.....: ..,.S::..,..,,,. ,. . L
• " provided in the Federal ,Tort Cl_ims Act (28 U.S.C. 131+6, '..:,,'._.i,+:.'i,+.:+

'ì+ . +', ",i,.::/'26TI-2680). Of course, the Government's liability under ;.'+,..',i','_!:':,ii : i
_y the negligence of +ii ".+ ,.,.++ " o'.F.T.C.A, is limited to damages caused +..'' . .

• _ ,i_,',,+i':_',:its empl_tees while acting within the scope of their employ-[ + ' "'"' +
':'_ ' ,' i'.i:i`',sent (28 U.S.C. 13_6(b)). Also, the Government has been .........,: .,,,";+ '

" .' _ .;,i_...heldnot sub_ect to absolute liability for,damages arising .. :.,i.,,'.

'O .....I+ ' i ....' i'/'from extra-hazardous activities. Dalehite v. United S%ates_ ' ','.:;.:,."_'.':'..

. _ ,,' (:,, .346 U.S. 15; S_rangi v. Uni_,ed State.s.,211 F.2d 30_. . :_ .:U'_:' ' ....
. .. ,...:"_...'. - '+'i_. "' "_.'..':?:,/

". ' .:; , ,'i" ..... _+ ' " b " ' ' " ".: :' .,'.' NASA, however, has the authority under section 203( ) .•., !;.i,:;!+: _':,. : '+
. ! , _ _ , _. .' ¢ . ' ' ,.¶.';: '.,

i: ;". .' ". (13) of the Space Act to settle claims not exceeding $5,000 .. ,.+:/,.+,. ,
i if. :. "". ' .'( against the United States for bodily injury or death re- .' . :"::.:,_'<_'

i: " '. /" _,. '_ sulting from the eondgct of the Admlnistration's functior_s, ,. "_':i?i:: .
_ . " .'. '.:.: :. :. 'and the authority tO report meritorious claims over $5,000 :i ' ":',/.!i!.:.'

t.. .. ' . to Congress for its consideration. We have interpreted • i. '....i ...i.._.i.

' ' , ,'i:.'this p_ovision tO pe_t equitable consideration of much : ,i.iii:!i'.
• ........ claims v'lt_oul; _aeorporat_ng tra_ltiona_ negligence coneeiFl_sl :,. :,,,- , '

' ' . , • .... , 'I . .e. ,.'., . , ... ,_ ,_, . :, . ,... . .. ,_ , ,
, .. .... .,, .+ ; • ,:,, : ... _'/-, ,,:., ...,.,,.,,,!,', _' , . '.: .. ; .

• " ' ' "' ..... ' '_": + "" " '";'+'" " :: '+'*"..... +""" ...... ' ""i':::'".i'' .,, :. .., ,, ..... ...... +..+,.,.,+_.+-,,+ ,:.:.,,:+..,+,,.+ ,+. ,',.,: +..+. :. ,'.'...._ ..

• ' ' i" , . " ' . '+ ," _', , ,*_ ' _+ " '+ '.' ' t ' +... • , +. ., " i, '." '

.,+ ,_ ',,+' '_' ","_,: .X" "i+, '., ", • '*'",'+,,'. :_'".',' .... ,._L:' !. "_+:>.,. : ', ,' , ..... ". . . .,'..t

, ' _,, ' ' I "': +; . +' .'.. "_'.',"": , I'.',.' ' " ' . ' . ;. ' '

• . ,,-,.+ .... ., , ., :. ,, ,': .., ,.. ..... ,,,, . ; ...... ,._..
.. " , " .... '" ': . ' '" '"., ' • -"." .- ." ++' " ' , ,+, ...+.' i

. 0 ' • _ .. . . ,.,. • . • ,_ L I' ' ' ' "" ' • ' ' ' '

' • ,, . ' ..... , ,', .+ .... : ,.: P. ''I. ..... . ', , •

, .i .... '. .. ',i .+,:"'..' :', ':' .,.. '. ,, i "'.. ,, , ',"
' , . , . .• . '' . ''. 0 . .. ' .. . . . I
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such as contributory negligence or assumption of risk•

It is conceivables therefore, that a situation mi@ht
arise where NASA _ould be able to use section 20S(b)(13)

to settle a claim arising from a hazardous experiments

especially if other avenues of recovery were foreclosed.

3. Hold.Harmless A_reements

Contractual provisions under which a contractor woula

agree to hold the Government harmless seem inappropriate
in the area of hazardous operations. As mentioned above,

• .. rather than mandatory.

., , )
::". ,, ,':..i :...- Situations rosy arise, of co_se, where the Government

"... ':.'. ',i';.'_I be liable to"contra_tor employees, but, if so, the
: ";, Government s_ould no_ a_tempt to contract out of its lia-

the Government's liability under the Federal Tort Claims .........,.:.,.,...."_,:',' -

Act is limited to negligence, and we question whether any ": '. '?."_.,. '. ';: ;. _ -

attempt should be.,made to--__-,,,_j such .__1_.ty. - The Dos-._ " " :" "-"":._..,_.._..

sibility of recovery by a contractor's employee from the ., .,
.. . j,....... / ' _

Government is further lessened by the general rule that .! .,,..:_.:

the prinicpal employer is not _esponsible for the negli- • .:. .,;..,,..,,
subcontractors See Waiiach ' • ..,'.::,,,': "

of its contractors or

• - v.genCeunitedStates, 291 F.2d 69 (2d Cir. 1961), in which an . ., ..-.:"'• . ....'::;.;:
" .... employee of a painting contractor sued the Government tO '"_ . :.:;,:,:,,

recover for injuries sustained when a scaffolding con- :.-,: _...... ,

•. strutted _Y the contractor in a post office collapsed. ,.'_ "...'.-.:._:

',' The Court denied recovery_ holding that the Government .... ,.:,"
"was not liable for the negligence of the independent ,.' ,.:' "• .. . :;i _.

,. contractor (_. at 69-70). . :! .'.".:i;..". .
, ,_. .. : J.: : '.

o • " ii

Recently, that principle was reaffirmed by the U. S ...... '.

Court of Appeals for the Second circuit• It held that the : ,.....

United States cannot be held liable under F.T.C.Ao for in- , • ,, '. ,

uries suffered by AEC contractor 's employees from an ex- ' '.'::'',

_plosion at the contractor's plant since the AEC's authorit_ • .:::.:::"
to supervise contractor's safety procedures is discretionary =r' I 'I::Id""i' I " .I

Blaber v. United States, (2d Cir. ."".s!..,.,'}:.:.:.

.. _ _.:,

' - "_ilit¥, .The same p_l.nc_:l.e applies to re_.ut,_ing ine_'_oe ,_.:, . ,......:.,:::..
--& , •..-,"

•carriers- to waive their' zig_ Of subrogation a_ainet the *
,, ., - • . . , .'.,._' . .. : ,-.. . , ,',_' . . !..*._.';

•b , ': -'..',':" " : _" " , "" :, ','_' ' '? " ' ,' " ' ' ' ' " " ' " _ " " '_ '

.',.;_'..._,,_.'..,-. , .............:... .". : ., ........_.,,:.

"". _ ....:..., ,.:'I". .... "',. '. .:.-,:. .':!,'.'. !!;'. ..:. . :::, .... . .. ' ' ';...'_:

. ..,, ; ,,,'.._ , . . . , ,...... .!:._|

., d_ ':':; " :" -'
• , • a "

. o " , , -

• '',.,'. ,I::,,: ., I

i i

, , ,i
- '.°," , _ , • I

,i

;I

• ' ,,. ;, ,'." . . , . ; • ., ,_'.
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Instead of attempting to limit Governmental liabilitF_
q

• , : ._

; the question now being studied is whether the C_vernment .. ' ;_..:,,,',.
! should inde_ify contractors against the risks of cata- " " ..... ";"

strophic accidents resulting from its programs or other- , '>
wise ass_e the risks of such accidents• The trend see_ ;....., ....,,!.

I ... to be towa_ the Government's assuming a lsrger share of "ii --,.,-the risk arising from its programs t rather than _oward a ...., : • -'..!_::"_

, . :" lessenlng of Governmental liability• ..:._",,',',,i":

• . ._ • . , :; .K__'..

. It may be that these rather _neral observations do no_ ...".',.......-....,.,,
¶ _ . ,, ;. . .

' ' }i " answer _he specific question _tou had in mind. If.notp or , '..,., ,,...,_"_,.,
i if _'ou des:L,'c'emore advice on a part:1.culea" aspect ;of _"lae ,". ii ;;.,}.,'..;.:_'

.'0 .... _oblem, please le_._s know, and we .will be:'happ_" to give . ,,_:''"':i. ";if'.;' "
:_. " f_u_he_ assi_anoe. "i'",,. " ".'.'" " . " " . _'. :-. .....,,,.."
'. .' _ , '.i" _i -'"': _'"': ,' "' "'_' .'",'_""

,., . "... . - .! • : #:, _:,:..".':. ,. , . .:. •.. . • : .':,,.,_._'. .
• "'" ' " ' "":_; " '" , .: _,'' _ .... "" '"i '_" I|_ I_ _ll ",,. ' _ ,_ ,.

, , " ,,. '. .. , ." :..,...'.!.,, .'... ,.,.. ,, , ,. '., v,_,,..q_ ,,-_-- _.1_ . " '" ' .. " ;_'r, .... '

• ,..... . , ._ .... • ..; _, _ .,;-,.',, .,_,, . , ,.' ..... _, _'.,._. '

--,, . '., .'. '.'/'. '.. " "" .'.;." ', '."."G, ';" :_.... :_.,L.,_ Paul O. Dem_li_g , _,' :'.'.':_,', ,,.:-

"_ ", ." ; ":' .'. ,. " ".,_ .'..".,_,,, ". .; '_.'. ' A_IJ_IA_ %1_j.-.._- _uu_._, ., " ,.,._, : ..:.., . . .

• . ....... ,' • " ,.,' ' ' • ÷.'i'" -' ' . .... _.......... _- ' . ''_,' " "

... • ' , .: ..... ." AG/RLH , . , . ' . _: ','.._';,:!.,:...:;_v_._.;.,:.!._,.,., ." .;_..:_'..... ,.:.,.: ' ._. : .,:: , ,,.: ",',,:.?,_, .
', ' • - ,. , '. - . • ,,_. :,:' _.:, • '.,.,'..._:"_..'I_:"" .._..'. • ,r.t-..,..".',"., ;," ... ." . - .... . • :/,,.av , ,.

' " ' "' ":" _ _' a_._._,,,,_.__...._ _' '"_' ": '":' "_ ::_,,ro . _ : ,. ,_ .'.,_. ,..,.,_' .. ,,, _. ._ .., . . , ,, _. , • • ,, , . ._.;.<... , -,, . .., .... . .,, ... ,. .. ,._..... _.._,._.., ,; .... ;._..._._...,., _,.,, ..: .... .. , ..... ,. ,_ . ,',, .. _,.,
" " ' ., '_' "_- ;' ---- -- • ,",_.,. L"'.t' ",'," ," t "'' _"_ ,.,., ,.. ". ;. ... , _, , , ,' ., ' : ' ."': .,: _' .",,',
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CIRCULATED TO FIELD COUNSEL

Noted :

Mr. Sohier

TO

o

FROM •

Manned Spacecraft Center

Attention: Mr. J. Wallace Ould
Chief Counsel

Office of General Counsel

Legal aspects of hazardous experiments

and tests involving humans

#

q:

THE _OB]]_ M

In yourlmemorandum, dated February II, 1964, you invited
our comment on and discussion of several questions per-

taining to the legal aspects of hazardous experiments and

tests involving unusual physical conditions for humans,

such as confinement in a centrifuge or test cham_er and
: subject to vacuums or extreme temperatures. Spe_ifieally

the following three questions::you asked
l

Are medical personnel_ detailed to NASA by
DOD, inhibited by DOD regulation, or State

law/from affording monitoring, first aid,
etc. to Government or Contractor'personnel?

<
/ (3)

Policy-wise, should waivers of liability

be requested from Government or contractor

personnel subjected to unusual conditions?

Is it advisable to undertake contractual

provisions under which the employer-

contractor would agree to hold harmless the

Government? Or to require that the carrier

of his Workmen's Compensation Insurance

waive any rights of subrogation against the
Government? -_ •

/,.
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any regulations which would prohibit military medical
personnel assigned to NASA from participating in
scientific tests or research activities. The only

possible restriction they mentioned would be against
giving general medical treatment to contractor em-
ployees (aside from first aid and emergency care),

but we assume that this is not what you had in mind.

Nevertheless, no matter what military regulations
may provide, they do not apply to military personnel
assigned to NASA. Section 203(b)(12) of the Space
Act authorizes NASA:

L

(12) with the approval of the Presi-

dent, to enter into cooperative agreements
under which members of the Army, Na_-_, Air

Fo_ce_ and Marine Corps maybe detailed by
the appropriate Secretary for services in

the performance of functions under this Act

to the same extent as that to which they
might be lawfully assigned in the Department

of Defense;

subject to direction or control by the De-

.partment from which detailed with respect
to their duties and responsibilities with

NASA. Personnel detailed to NASA will be

, _overned by all appropriate regulations and
.... d_-ectives of NASA,

!

Pursuant to section 203(b)(12), an agreement was

entered ihto between the Departments of Defense, Army,
Navy, and Air Force, and the National'_eronautlcs and

Space Adminlstration, concerning the detailing of mili-

tary personnel for service with NASA, which was approved
by the President on Apri_ 13, 1959. The agreement (NASA

Management Manual Instruction No. 2-3-3) provides, among

other things, that military personnel detailed to NASA

will be governed by NASA regulations, except for military

discipline, leave, and flying requirements• The agree-
ment states (Par. IV,(b)):
.+ ,

' '" Except as noted in (a) above, persons

+ detailed or appp%nted to NASA will not be
,• P
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NASA, therefore, need not be concerned with military

restrictions on medical personnel. During their

period of assignment to NASA, detailed persons are
not subject to direction or control .*tom the military
services with respect t_ their duties for NASA.

(c) Authority for Occupational Medic'al Care

In addition to its authority under the Space Act,
NASA, under 5 U.S.C. 150 and 5 U.S.C. 759, is authori-

zed: to establish health facilities for employees; to
provide treatment of injuries and illnesses due to

occupational causes; and to provide treatment for on-
the-Job emergencies. It is also the view of this Offi6e s

as set forth in the Memorandum for the Deputy General . _ " _.
Counsel of February 25, 196_, signed by Sophie Cook and

circulated to field counsel, that NASA, under section
203(b)(5) of the Space Act, may extend the use of its

occupational medical facil@.ies to contractor employees.
There is no question, therefore, that hazardous test

participants, regardless of whether they are NASA em .....

ployees, servicemen, or contractor employees, may be

given first aid and emergency medical care. Contractor
employees can thereafter be transferred to a private

hospital _or further medical treatment, if necessary.
Government employees may be transferred, to a Government

hospital pursuant to 5 U.S.C. 759 (Supp. IV), which pro-
rides as follows:

i

,, , , : .

",,/

• : , .'..'-

• ,,.. =

For any injury sustained by an employee
while in the performance of duty, whether or

not disability has arisen, and notwithstanding
that the employee has accepted o_ is entitled
to receive benefits under the Civil Service Re-

tirement Act, the United States shall furnish :

to the employee all services, appliances, and
supplies prescribed or recommended by duly

qualifled physicians which, in the opinion of
the Secretary, are likely to cure or to give

relief or to reduce the degree or the period
of disability or to aid in lessening the amount

of the monthly compensation. Such servlces_

_ppliancesj and supplies sha_ be fl_W_,ished by

• , m ,

F3fl
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or upon the order of United States medicsl

officers and hospitals, but where this is

not pradticable they shall be furnished by

or upon the olx_er of private physicians and

hospitals designated or approved by the

Secretary. For the securing of such servi-

. ces, appliances, and supplies, the employee , . :,
may be furnished transportation> and may be ..

paid all expenses incident to the securing .,.
of such services, appliances, and supplies,

which, in the opinion of the Secretary are

necessary and reasonable .... :

In answer to your first question, thei_efore, ",,'e
find no inhibition in State law or military regulation • :

against providing m6nitoring and first aid services to ".'

, Government or contractor personnel. Moreover, we under- ",
stand that •the research doctors and specialists who con- -::"

duct s_ch tests are not necessarily experienced in the - ,-'..-
treatment of accident victims. For that reason, we

recommend that practicising physicians who are fully ex- _ .:.:

periences in treating accidental injuries also be present .:,.: .' . :...
when hazardous tests are being performed. ...

2. Waivers of Liability.

It is our opinion, as a matter of Government policy, that

waivers of liability should not be required"fromhhe partici- " _

pants in hazardous tests. If an accident should occur, the
burden of r_sk should not be borne solely by the injured .,:;.

individual. Also, such waivers might have the detrimental . _:.-'.-
effect of discouraging participation in the tests. H.R. i159s . .L":

a bill to provide extra pay for federal employees performing : :/:i_
hazardous duty has passed the House And is pending in the ..
Senate. Its purpose is to encourage employees to take part ,:_

in activities such as space exPeriments. Requiring partici- , .-.

pants to sign waivers of liability would have the opposite _ •
effect. ' _

Aside from policy c_'nsiderations, the field of compensa- " "-:.

tion for: occupational injuries is covered by statute : namely_

the Federal Employees Compensation Act (5 U:S.C. 751 et seq. )
,. -

and the Workmen's Coapensation Acts enacted in all fifty - :

states. ,t .. ,

..

t
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The" F.E.C.A. provides for compensation for any civil

federal employee injured or killed in the perfo_,uance of

his duty &5 U.S.C. 751). Section 757 (b) of Title 5 pro-

rides that the liability of the United States under F.E.C.A.

is exclusive and in place of all other liability of the ....
I

United States to the employee or anyone entitled to recover

on his behalf. See Johanson v. United _ates_ 343 U.S. 41rr"_ _ _
(1952); and Patterson v. United States, 359 U.S. 495 (1959). .'..

_The coverage of the F.E.C.A. is very broad• Section

790 of Title 5, United States Code, defines the term

"employee" to include "(i) all civil officers and employees
of all branches of the Government of the United States . . ".

(2) persons rendering personal services of a kind similar ., :
to those of civilian officers or employees of the United

States to any department, independent establishment, or '

agency thereof, . . . without compensation or for nominal ...

compensation, in any case in which acceptance or use of _.
such services is authorized by an Act of _......

which provision is made by law for payment of the travel or

other expense of such person .... " Other statutes pro-

vide compensation and other benefits to miS_tary personnel ; '

injured in the line of duty (e.g., 38 U.S.C. 301, 401, 501, . "" ":_'

601, and 701 et seq.). ....

The Federal Employees Compensation Act and the military

compensation acts, accordingly, would extend to every parti-

cipant (except contractor employees), employed by the Govern-

ment on a temporary or permanent basis, whether with or with-

out compensation. The Bureau of Employees' Compensation,

Department of Labor, is responsible for administering the

act (5 U.S.C. 778, 783). The Bureau's regulations explicitlM ..
state that no waiver of the right to claim compensation is .....

authorized (20 C.F.R. 1.24). The rules ofThe B_eau £or -". '.,. !..processing claims are set forth in 20 C.F.R., Ch. i. ' !i!i

The employees of NASA contractors are similarly protected _" ''_'

by state workmen's compensation acts which provide statutory _ _

compensation for on-the-Job injuries. When an injury to an _ii_i

employee is covered by .'theselaws, "it is uniformly held that ,..,:,
• " the statutory compensat_ion is the sole remedy, and that any •

recovery at common law" is Sarred." Prosse,r on Tort_ 384
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(2d ed.). CongTess has emended such state laws to_n-
clude federal territory within the states (40 U.S.C. 290).

In Capetola v. Barclay White Co., 139 F.2d 555, cert.
denied 321 U.S. 799 (1944), that statute was heiS-_ make

the State act operable as to injuries to contractor em-
ployees on federal property, even without formal adoption
of the federal act by the State legislature. See Wallach
v. Lieberman, 219 F. Supp. 247 (D.N.Y. 1963). "

In most instances, the workman's compensation acts, by

their own terms, prohibit any attempts to obtain waivers
or releases of the statutory benefits (58 Am. Jut., Work-

men's Compensation, _49). Such prohibitions are valid.
Alaska Packers Association v. Industrial Accident Commission_

"294 U.S. 532. And even in the absence of express prohibitionl

attempted waivers would be ....._L_v=_"-'_as _^__.._against p_,b!ir__

policy. 58 Am. J_., _; Carpenter v. Globe Indem. Co.,
65 R.I. 194; 14 A.2d 235.

If there are participants or observers in the forth-

coming hazs_dous tests who might possibly not be covered

by F.E.C.A. or workmen's compensation, we should not attempt

by waiver to deprive them of the relief that Congress has
provided in the Federal Tort Claims Act (28 U.S.C. 1346,

2671-2680). Of course, the Government's liability under
F.T.C.A. is limited to damages caused by the negligence of

its employees while acting within the scope of their employ-

ment (28 U.S.C. 1346(b)). Also, the Government has been

held not subj'ect to absolute liability for damages arising
from extra-hazardous activities. Dalehite v. United States%

3_6 U.S. 15; Stran_i v. United States, 211 F.2d 305.

NASA, however, has the authority under section 203(b)

(13) of the Space Act to settle claims not exceeding $5,000

against the United States for bodily injury or death re-
sulting from the conduct of the Administration's functlon_,
and the authority to report meritorious claims over $5,000

to Congress for its consideration. We have interpreted •
this provision to permit equitable consideration of such
claims without incorporating traditional negligence concepts

• •
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such as contributory negligence or assumption of risk.

It is conceivable, therefore, that a situation might
arise where NASA _ould be able to use section 203(b)(13)

to settle a claim arising from a hazardous experiment,

especially if other avenues of recovery were foreclosed.

3. Hold-Harmless Agreements

Contractual provisions under which a contractor would

agree to hold the Government harmless seem inappropriate

in the area of hazardous operations. As mentioned above,

the Government's liability'under the Federal Tort Claims

Act is limited to negligence, and we question whether any

attempt shad be made to _odi_y such liability. ".L"-nepos-

sibility of recovery by a contractor's employee from the

Government is further lessened by the general rule that

•the prinicpal employer is not responsible for the negli-

gence of its contractors o_r subcontractors. See Wallach
v. United States, 291 F.2d 69 (2d Cir. 1961), in which an

employee of a painting contractor sued the Government to

recover for injuries sustained when a scaffolding con-

structed by the contractor in a post office collapsed.

The Court denied recovery, holding that the Government

was not liable for the negligence of the independent

contractor (id.- at 69-70).

Recently; that principle was reaffirmed by the U. S.

Court of Appeals for the Second Circuit. It held that the

United States cannot be held liable under F.T.C.A. for in-

juries suffered by AEC contractor's employees from an ex-

plosion at the contractor's plant since the AEC's authority

to supervise contractor's safety procedures is discretionary
rather than mandatory. Blaber v. United States, (2d Cir.

5/28/64),32 u. s. T. Week--k2-- 8-49.

Situations m_y arise, of course, where the Government

will be liable to contractor employees, but, if so, the

Government s_ould not attempt to contract out of its lia-

bility, The same principle applies to requiring insurance

carriers to waive their'_ight of subrogation against the °

Government ........

O , .
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Instead of attempting to limit Governmental liabilityl

the question now being studied is whether the Government
should inde_mify contractors against the risks of cata-
strophic accidents resulting from its programs or other-
wise assume the risks of such accidents. The trend seems

to be toward the Goverrument's ass-_ming a larger share of

the risk arising from its programs, rather than toward a
lessening of Governmental liability.

It may be that these rather general observations do not

answer the specific question you had in mind. If not, or
if you desire more advice on a particular aspect of t'ne

probleml please let us know_ and we will be_.'happyto give
further assistance.

¥

"orig sgd by"

Paul G. Dembling
Deputy General Counsel

A_/RT_%g_n_ :dch
¥-139

e_

,.. . .

|

a

. . •

.' , ..

i•/•

• • . . •

_..•'.

4"

i'J_J I,

J

.e"

.qg.

O

P

• i, ,

. 2•







', . . 0 I

o # • ,*' ' • I ' '"; . . , • •
Q ... I _ • . t.'

• 8 .r

' ''_ '_' °_ot _

.' ".. ' d. Cx_.ter_Lh of en_lnoortn_ 8o_ot_,. ,_i.' .' .-

i ';i ': . .. • °';i!T
. ".,_ " • e. Gonore_. procoduroo for _ud_Ing _ propoood oxl_r_ment, aa ,:j..: _

.'. ,'. ,' :_ccc .pt._le or no_ acceptable. _hen should snod_co_ monitor be uoed? '_;;_';.'.,

, ,,s t • • t " ; 6 • ",_

• t't i "'i ' . _nd _ruga? _lhcro ehou_d _ho¥ be' :_oc_ted_ "1_ho _o_toa _o_" them/ .... ,_,:._,_,_
'_.. . , .... • ,' , ;-_'.., : .o

i. '.. _- !' _ - _/ ....... ' . • .':..'..,.'_..."
_. A!: . . 6. ]: you, d ve_co_ the o%_ortun_, :for _her dtocuoo2one on ';:,;::.,'_

• "., . . ' • ._' ' _ '' ' ' • • . :'; )' : ',.1. '.1,,_? ',;'."

' .''..8 , . . ., "; . . • .' , ' '," ', '.'",:''.;'_ ,.t_ t'0" r

....; :,: • . , ,._., . • v/,/ . .., ...,,.. ,, v._._,,..._.

,[. , , . _n_rl_onmon_ Control lqo_o_rch ]D,"onch.'. i. 'i "';':, ""'."'"': .":','
., i . ,. I , .. . . .....__Lo_echno_os_" _,rlnlon ,., . ._ .. .... ,..,

: .if. .., :._ ..... :, ." _._. _, _ (_o_) • . .'.,...i',-,'.._.-, .,'.. , i, ..._., ...

• :': ', "., _l_er. uoe of h_ _"_o_eo_o _/_6 .;";.'" .....,_ _." :., .... . .... , ' '"'[_'_ " ' ' '" .' e '""*" "' ' ' _' _ .i_ ._'' " ' '• "_;

.. ,' , .." .. , ' -- ".;'.:' ' , ._*., '. ..,, ,..;,. .....

.... .,'...'.; ,...' ." 3_tjles £oz" l_e_e_'ch _[nvol_rtn_; |tuz_Ul .'= " .'•_ .",_'_ "¢:_•:t:,.'_:.,:_;_'_.',"."i _;,'
' ' ,' : '. "'." • ,. " ; ',. " :' ". " '.:;' . ,' :"/.,/, • '" * ." I " "_ _ _ "_..... _ . _ • . ..._., ._ ...... , ._. .,,, _ ._,_._.'. • . , . . _ _eet_ .Science, 145.102_, 196_ .......... ...-.:,,,;.... ._,, _.,:......... ., ._

, _. _u_n Exl_.ri_enl;_t;ion"_ _evto_" ..... , .., , ..... , ,.,. ......
• 4_q_ .., ,. , . ,,. , _ ..... *,. .,! ,... ;,,

L:J ' : • o_tr_c_) _T_n Y. _., _,;), '. :. :i. '.."";t.'.:,_.(".,.'..<r':!". ",,1_,..i',:_,':
• .wap- ,. ' . _ _ " ' ,'.:, ,'._:,,_,., !t_;..:i, +..' |': ,;' ._'., :,: ',; ..'._

' '[ .' '" . " ' -- '"_"':'_',;," i" '.' ."''',_' .'*:;_,: !•_'.:'ti'.. , . Reoeo, rch on Accel, U1;£:L_z_t; _ , _.... £ .... !..._ .........
. , ; . • • .. ', ,.,...a. • *,*' _' ._ ". _._: ,'_ o; ,, i' _.,•,,_.,. _..... , _ul)_ect;_ }Z2at;t;_._..l%,•Z4.D.,:,,_ ._,. ; .... _.....,....,,.,.._.,,......:. .... ...:; ,,..._.:_.,,_

••: ... . ,. .. ..... _.; _,...... , ,,, ..,. ,:...: ,...._ .... .._.,,., -:
• . .............. _ ..,:•. ;,_..•' . . ;. •-', '_, , . •, "_/ • ,.' . '. ." , ..... .. _ .., ',_

• : ' 00_ F_', S. ]_. _)e].s_.e ...... : '.' '.,." :..., ...... •' '" ', :........... _.'I ...... ' ,._;',

• ' '; ..... . . v -" . ' .... '','.; _..,, ,,_',".. .;,... *! _ " ,' . 1'.'[J..:)t;

: . , . .., , .... . ..... .'.... . : ,/_: ..... .. _.,.
I_ .vv- .-_,_- _.r-"-- .--" ,. _, :.:.' _ t |, _-".V • ,. ,. ' :;..:.'t ' '.,,','." "'.;'. :;,"'"it !."/:" :_',',.I.,'._

'_" _ ' .._. ' *' :,. . '; . ' ' ," ' _ _'.' ' *,:'_. ' 1" "_ ; _*,' |.-.° -',';
, .. . ._,. ,, , /I ...... ¢_,. ., .... ,., ., • _ .

• . ._. , _ • , . -..* ,..,,. • . _ • _ _-. _ • .....L i:, ..... ......
• t* _' -_. ,' _. :" _ i!1. :.- :'_.,_,,,,t-"..---.,',':',_. ". ,'" '.,.i".... !'./ ''," _,".' "_ .._""i!.,?'

' ' " ' ,' ' . "' ' _ ".'* ''t;'/ '""-'--,'" _ , '"" _ '_ _' ' _',:'_' _': ":', ' ",'_ _ ";*_" _ _'.. '"

¸

_u_e' 6,--"_66' "'.;_;.';"'":'' '..... ' "_
L

!'i

i

_;

ii!i!_

:.

i(



p. 47

APPENDIX #4

July 15, 1966

AMES LEGAL MEMORANDUM 1-66

SUBJECT: Use of motion simulation devices at Ames for

controlled human research

In his memorandum of June 6, 1966 to the Chief, Simulation

Sciences Division, Mr. Harold Sandier of the Biotechnology

Division pointed out inter-alia that-

"As the Life Sciences program continues to

grow and attract investigators, the number

and caliber of proposed experiments involving

human subjects on the motion simulators will

increase. It is to be expected that proposed

experiments will increase in complexity since

many physiologic experiments have been con-

ducted on centrifuges over the past 30 yearst

with the result that many of the easy or

simple tests have already been accomplished.

Since Ames will own one of the most modern

and sophisticated simulators in the history

of this research area, it should be clear

that mechanisms must be set up within Ames

to satisfy medlcal-legal responsibilities

for presently proposed experiments, but,

more importantly, for experiments proposed

in the near and distant future."

At a meeting convened by the Director of Ames on June 17

ultimo, concern was expressed that advanced research in

motion simulation--perhaps in new and relatively untried

areas of investigation--may increase, perhaps unavoidably,

the array and degree of hazard to the human subject. If

the study conducted by Fraser_ / is apposite in describing

the type and quality of research to be undertaken at Ames,

then even a lay comprehension of the study, points to possi-

bilities through misadventure of serious injury to the
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subject. As a consequence obvious questions of tort

liability emerge but apart from those questions there

exist the less obvious, but perhaps more important,

problems of "preventive law" involving the discernment

of ethical and juridical standards which govern controlled

human research. Before discussing those standards as well

as apparent questions pertaining to tort liability, it may

be useful to explore the distinctions made by legal com-

mentators between "experimentation" and "human research."

i. Differentiation between "experimentation" and "human
research"

While the courts have not sought to strike meaningful

distinctions between "experimentation" and "human research,"

the former term has been considered in the narrow milieu of

the physician's care and concern for his patient, and, in

this limited context, falls within the irealm of malpractice

if such care and concern are wanting.! I Landmark cases in

the law are regrettably confined to this concept of "experi-

mentation," and as a result the use of this term, according

to legal co_m_entators, has been obscured _f not misconstrued,
by the courts for the past two centuries: 3 In contradis-

tinction to the case law concept of "experimentation," "human

research" comprehends an investigation or observation by a

professionally trained biological or medical scientist on,

or involving the use of, human beings healthy or ill primarily

for the advancement of knowledge rather than for the benefit

of a patient. Human Research, therefore, connotes the use

of a human being as a subject rather than a patient.

Obvious legal implications flow from the distinction between

"experimentation" and "human research." In formality of relation-

ship the research situation usually calls for a more

explicit, probably written, understanding between the parties.

In the Doctor/Patient relationship, on the other hand, the

patient usually accepts, within his experience, the conduct

of the physician without expecting, or receiving, except for

surgical/or other procedures, a form evidencing consent or
waiver .--

........... -r
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To the extent that differing implications exist between

"experimentation" and "human research" coupled with the

fact that the former term, from time to time, has been

linked by the courts with ineptitude and misconduct by

physicians and imposters, perhaps the term "experimentation"

should be avoided where conveniently possible in the formu-

lation by NASA of procedures and regulations governing use

of manned motion simulation devices.

2. Protection of subjects in controlled human research

According to legal commentators, when the subject of

physiological or psychological investigation is a "non-
,,

patient, the investigator enters areas covered by the

"Nuremberg Code. ''5/ Though formulated as a result of an

ultimate in human depravity, the "Nuremberg Code for

Permissible Human Experiments" remains today the most

highly publicized and carefully developed set of precepts

specifically drawn to meet the problem of controlled human

research. Provisions of the Code are extensive and require

no protracted discussion here. 6/ It is enough to conclude,

however, that although this document forms no part of the

statute law, a disregard by an investigator of the standards

set forth in the Code would seem to be of substantial pro-

bative value .in the assignment of criminal or civil liability

by a court.l/

Presumably the procedures followed by Federal agencies for

safeguarding the subjects of human research extend beyond

the Nuremberg Code. In this connection there is attached

in Tab A for study by Ames management the draft, of a pro-

posed regulation by the U.S. Public Health Service for

safeguarding subjects of clinical research. The comments

of Mr. Edward J. Rourke, Assistant General Counsel, HEW

accompany the proposed regulation. Parts of the draft may

provide some basis for the formulation by NASA of agency-

wide standards governing controlled human research. In view

of the fact that controlled human research has been undertaken

by NASA at other field installations in addition to Ames I

submit that the formulation of procedures and standards for

the protection of subjects should be instituted on an agency-

wide basis.

v-r _-



P. 50

3. Requirement for "Informed Consent" of the subject in

controlled human research

The gravamen of the Nuremberg Code is the voluntary informed

consent of the subject. As stated by the commentators--

"The voluntary consent of the human subject

is absolutely essential. This means that

the person involved should have legal

capacity to give consent, should be so

situated as to be able to exercise free

power of choice, without the intervention

of any element of force, fraud, deceit,

duress, over-reaching, or other ulterior

form of constraint or coercion; and should

have sufficient knowledge and comprehension

of the elements of the subject matter

involved as to enable him to make an under-

standing and enlightened decision. This

latter element requires that before the

acceptance of an affirmative decision by

the experimental subject there should be

made known to him the nature, duration,

and purpose of the experiment; the method

and means by which it is to be conducted;

all inconveniences and hazards reasonably

to be expected; and the effects upon his

health or person which may possibly come

from his participation in the experiment.

The duty and responsibility for ascertaining

the quality of the consent rests upon each

individual who initiates, dlrects, or

engages in the experiment. ''8/

While consent in any fully informed sense may not be

obtainable in every situation it remains the goal toward

which the investigator must strive for sociological_

ethical, and clear-cut legal reasons._ / If the hazards

of the research are not known to the investigator then

this fact should be stated to the subject.
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Cogent reasons for requiring a writing as evidence of the

informed consent of a subject are contained in the comments

of Mr. Edward J. Rourke, Assistant General Counsel, HEW

(Tab A). With respect to written forms for evidencing

consent there are attached in Tab B for study by Ames

management, the drafts of specimen forms and accompanying

instructions prepared by the Chief Counsel and others at

the _SA=Manned Spacecraft Center for use at that installation.

An adaptation of these instruments for use at Ames appears

feasible. However, I do not recommend use of the "Short

Form" as proposed for MSC, nor do I recommend that forms

for Government employee subjects differ from those to be

used by other persons. To the extent also that the

enunciation of procedures governing controlled human

research is of agency-wide interest, "consent forms"

proposed for use at any NASA field installation should,

in my opinion, be submitted to the General Counsel of

NASA for study and approval.

Irrespective of any form which is devised or adopted, the

document remains at best a statement which only evidences

consent and understanding. It seems useful therefore to

emphasize the admonition by commentators that--

"Statements regarding consent are meaningless

unless one knows how fully the /._uman subject._

was informed of all risk..__._s,and if these are

not known, that fact should also be made clear.

A far more dependable safeguard than consent

is the presence of a truly responsible

investi_ator."i__ 0/

4. Omissions from_ and sufficiency of_ "consent forms"

To comport with established NASA policy "consent forms"

must not contain statements requiring the subject to waive,

or otherwise release, rights against the Government, third

parties, or individuals in the event of misadventure. This

policy was disclosed to Ames management in a letter dated
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April 5, 1961 from the NASA General Counsel to Mr. Arthur B.

Freeman. In this letter the General Counsel asserted:

"Since we are advised that the centrifuge

tests are conducted in furtherance of the

Government's approved space program, as a

matter of policy, it would seem inappropriate

to seek release of the Government at the

expense of those participants who are con-

tributing beneficially to the Government's

program."

Apart from the interdictions of agency policy the type of

waiver or release described above is, in my opinion, of

doubtful legal validity.

With respect to the legal sufficiency of the "consent form,"

a failure by the research investigator to obtain from the

subject informed consent based on full disclosure may result

ironically in barring the uninformed subject from asserting

a claim against the United States under the Federal Tort

Claims Act. For example, if, in order to prevent undue fear

or alarm, the investigator suppresses or withholds from the

subject a fact necessary to form the basis of intelligent

consent such suppression or withholding under the Imcs of

California and certain other jurisdictions would doubtless

fall wlth_/the purview of the statutory definition of

"deceit."_-_ L/ Since under provisions of the Federal Tort Claims

Act as set forth in 28 U.S.C. 2680 (h), a claim based on

dec----elior misrepresentation is not actionable against the

United States1__2/ the injured subject might conceivably be

denied the only adequate remedy at law for receiving com-

pensation commensurate with the extent of his injuries.

A similar unsound result might occur if, through lack of

informed consent by the subject, the injuries which he

sustained were construable under contemporary local

standards as arising from a "battery" rather than through

the negligence of an officer or employee of the United

SCares. 13/ I must conclude, therefore, that a well-conceived

and sufficient statement evidencing the informed consent of

the subject would inure as much to his benefit as It would

to the scientific investigator and the Government.
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5. Sanctions_ remedies_ and compensation

Discursive memoranda have been prepared by the NASA office

of General Counsel and by the Office of Chief Counsel,

NASA-Manned Spacecraft Center which respond to questions

concerning civil liability_ administrative settlement of

claims, and the application of workmen's compensation

laws in situations where, as here, controlled human research

by NASA may prove hazardous to the human subject. These

memoranda are contained in Tab C. To summarize portions

of their contents:

a. Provisions of the Federal Employees Compensation

Act, 5 U.S.C. 751 et seq. furnish an exclusive legal

remedy with respect to officers and employees of the

United States, other than military personnel,

injured or killed in the performance of duty.

Persons in the Armed Forces are covered by various

military compensation acts which are also exclusive

in terms of legal remedy provided.

b. Persons not within the ambit of the federal

compensation acts as described above may sue the

United States in tort for damages if the negligence

of an officer or employee thereof caused, or con-

tributed to, injury or wrongful death. With

statutory exceptions not applicable here, the

assertion, or recovery, of a claim against the

United States under the FTCA does not bar the

institution of suits against individual Government

employees connected with the incident giving rise

to litigation against the United States. A

plaintiff_ moreover, could sue the individual

Government employee alone without choosing to sue

the United States at all. Although the U.S.

Department of Justice customarily provides counsel

to defend suits against Government employees which

arise from official actions in the course of

employment, this accommodation by the Justice

Department does not mean that a judgment against

the individual employee involved may be paid by

the United States.
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c. Section 203 Co) (13) of the National Aeronautics

and Space Act of 1958, as amended, 42 U.S.C. 2473,

provides administrative authority for NASA to

settle and pay claims not exceeding $5,000 for

bodily injury or death, and provides also that

NASA may recommend to Congress the payment of

meritorious claims in any amount.

d. Employees of NASA contractors are protected

by state workmen's compensation acts which

provide statutory compensation for on-the-job

injuries whether or not fatal. These statutes

have been enacted by all States of the Union,

and Congress has extended the application of

these laws to territory within the confines of

a State but under Federal jurisdiction. 14/

Apart from the civil sanctions and remedies mentioned above,

extraordinary sanctions including those of a penal nature

might be exacted against the lax scientific investigator

who is culpably negligent or wantonly reckless in the con-

duct of human research. Where criminal liability is at

issue the informed consent of the subject, though obtained,

would ordinarily be immaterial in averting prosecution.

For physicians involved as investigators or collaborators

in controlled human research--including physicians employed

by the Government--sanctions such as suspension or revocation

of the license to practice medicine may be exacted by the

authorizing State if there has been a failure by the

physician to obtain the "informed consent of the subject."

As disclosed in a recent proceeding in New York against

two physicians, 15/ the quality of the informed consent to

be obtained is identical to the legal standard which has

been discussed in preceding paragraphs. Thus, in suspending

the physicians involved from practicing medicine, the New

York licensing authorities asserted in the opinion of the

case there considered that--
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ttNo consent is valid unless it is made by

a person with legal and mental capacity to

make it, and is based on a disclosure of

all material facts. Any fact which might

influence the giving or withholding of

consent is material."

6. Miscellaneous

At the meeting convened on June 17 by the Ames Director

the question was asked whether graduate university students,

in addition to government and contract employees, may be

used as "volunteers" in human research, the connotation of

the word "volunteer" as meaning a person who provides

services without compensation or other legal consideration.

Although legal arguments may be made that the use by ,NASA

of such services under the circumstances indicated would

not constitute the acceptance of "voluntary services"

within statutory prohibitions, 16/ I recommend against the

acceptance by Ames of the "voluntary services" described.

Apart from receiving no compensation from the Government

the graduate students here involved would probably not

qualify as recipients under state workmen's compensation

acts or federal compensation acts. In the event of their

injury I perceive serious problems for the students and

Government investigators alike in the absence of a suitable

authorized contractual arrangement providing for the payment

of money. In this connection a very recent decision by the

Comptroller General (B-158690 of 26 April 1966) discloses

that services from persons to be used in human research

may be obtained through an "independent contractor relation-

ship rather than an employer-employee relationship." In my

opinion the negotiation by Ames of such a "non-personal

services contract" should be with the University involved

rather than with individual students.

In response to other questions which were raised, in my

estimation liability against the Government and individuals

would not vary or be affected materially if injury to a

human subject were caused by the inept operation of, or
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malfunction in, the test equipment rather than from hazards

implicit in the nature of the experiment itself. If

inherently defective test equipment were the proximate

cause of injury then the subject might elect to sue the

equipment manufacturer, but this election would in no way

extinguish rights, otherwise available to him_ to assert
claims against the United States, individual Government
employee_s, or both.

J. Henry Glazer

i
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COPY

Mr. Robert T. Hollinger

Legislative Legal Liaison Officer,

Edward J. Rourke

Assistant General Counsel

Research--Clinical--Conducted at PHS facilities--Proposed

criteria PM- 1000 PK-2000 PB-7000

June 15, 1966

We welcome the opportunity to review and comment on the

proposed issuance by the Bureau of Medical Services (draft

of May 6, 1966) of the policy to govern clinical research

conducted at the Bureau's facilities. We have given special

attention to paragraph 4 _) of this draft, setting forth

the criteria to guide PHS committees that will review pro-

posed projects using human subjects, since what is being

dealt with at this point are the conditions that bear

directly on legal liability. Special attention is also

due this portion since it is likely that the practices of

the PIIS in its own facilities will have considerable sig-

nificance to institutions elsewhere that conduct c]llnical

research with Federal grant support since they are governed

by the same general policy of the Surgeon General.

As the result of our review we have prepared and attach a

redraft of paragraph 4 _) that we think covers all the

elements covered in the draft of May 6 and in addition is

in accord, with one exception, with the comments by

Dr. De ashmutt dated May 12.

Regarding Dr. De ashmutt's comments, we agree with him that

with the exception of minors and the mentally incompetent,

personal benefit to the individual subject is not necessarily

required if he freely chooses, upon full information, to

"join the team" and participate in an investigation. We

also agree tha_ to require no "danger" to the subject at

all is hardly realistic, and we know of no compelling legal

reason why competent and informed individuals may not freely

choose to undertake reasonable and limited risks for the

benefit of medical research.
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The one aspect which we have retained from the original

draft, but which Dr. DeLashmutt questions, is the require-

ment that consent of the subject be in writing. We strongly

urge its retention, not to replace the need for good oral

understanding between subject and investigator, but because

proof of consent is vital to the legal basis for the entire

participation and proof of consent will be either difficult

or impossible if there is no written consent signed by the

subject.

In this connection, first, there is always the risk of

misunderstanding of what was said and what the alleged

consent covered. Second, recollections later (particularly

where consequences take an unexpected turn) are notoriously

unreliable even assuming the best intention. Finally, if

the subject should die for any reason, testimony as to what

was orally exchanged may not under many State laws be

admissible at all, with the result that there will not be

on the "record" any evidence of the subject's consent. In

this posture, liability is practically automatic for any

harm arising from the investigation.

We can assure you that written consent need not be a formidable

obstacle. Well conceived projects require time to be developed

and put into operation, and we doubt that any additional time

will be required to prepare and execute a consent form.

Although from a legal point of view the consent form should

be explicit as to what is involved, we would certainly urge

that, if this be considered not feasible, a summary consent

form is better than none at all.

We will be glad of course to participate in any discussions

of our redraft or of further developments.

Attachment

E_Rourke:bb

co: Mr. Willcox

Dr. Guthrie

Dr. Allen

Dr. Nilmar

Mr. Murtaugh
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Bureau of Medical Servlces--Cllnical Research Re Draft

(Attachment to memorandum 6/15/66 - Rourke to Holllnger)

• • • •

b. The field and headquarters research committees

shall take cognizance of the follo_ing criteria in their

review of research proposals which involve human beings:

(I) The investlgationmust have an anticipated value

or benefit to mankind that outweighs the risks involved to

the human participants• In no event shall the investigation

knowingly or deliberately involve undue physical or mental

discomfort or the likelihood of death or of permanent

injury or incapacity.

(2) Each human subject shall have a completely free

choice to participate or not participate in any investigation

and a free choice to terminate his participation at any time

during the investigation.

(3) No human being should be accepted for any

investigation unless:

(a) He has first been informed of the kind or nature

of, and the reasons for, the treatment or pro-

cedures to which he will he subjected and of

the known and possible hazards, disadvantages and
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discomforts involved both during and following

his participation; and

_) His consent to participate is reduced to writing

and is in such form as will indicate on its face

that he has been fully informed of, and

voluntarily accepts the risks involved.

(4) If the human subject is a patient who has been

admitted for treatment by the Service, he shall not be

permitted to participate in an investigation unless either:

(a) The investigational procedure has no relation to

the illness for which he is under treatment and

his participation will have no adverse effect

on the course of his illness or its treatment

either by interfering with, postponing, or any

other way affecting, his progress and the

standard or customary course of treatment; or

_) The investigative procedure is intended and

designed to improve the condition for which he

is being treated an___dhe is fully informed of his

right either to reject or refuse the treatment

or procedure under investigation and to receive

t _
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the standard or customary treatment, or to elect

in writing to accept the treatment under

investigation.

(5) No subject may participate in an investigative

procedure unless :

(a) He is mentally competent and has sufficient mental

and communicative capacity to understand his choice

to participate; and

Co) He is 21 years of age or more, except that if

the individual be less than 21, he may participate

in a procedure intended and designed to protect

or improve his personal health or otherwise for

his personal benefit or advantage if the informed

written consent of his parents or legal guardian

be obtained as well as the written consent of the

subject himself if he be mature enough to

appreciate the nature of the procedure and the

risks involved.

(6) Both appropriate staff and equipment resources

must be available at the place the investigation is to be

conducted to give all possible aid and treatment in the

event the human subject suffers an accident or an adverse

reaction while participating In_ or as a consequence of, the

inves t_gati on
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(7) The investigation must be conducted only by

investigators qualified by scientificand medical training

and experience to conduct the type of study involved and

having the competence required to protect the well-being

and safety of the subject; they and their subordinates

assisting in the investigation must also be knowledgeable

of the possible reactions and how to cope with them.

(8) Immediate reports of any untoward events harmful

to participants and arising in the course of the investi-

gation shall be made by the investigator to the review

committee for the project involved; such committee shall

retain responsibility to terminate any investigation if the

risks developing appear to outweigh potential benefits or

where, for any reason, further conduct of the investigation

is not considered Justified.
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United States Government

MEMORANDUM

EA2/Manager of Systems Test and Evaluation

Attention: Mr. J. R. Baker

ALlChief Counsel

Date:

P. 65

November 18, 1965

_v._v_.=TmT=_"Test crewman forms

As requested, and after review of several forms suggested by inter-

ested MSC elements, we attach drafts of forms for the above purpose.

The longer form is based on the assumptions noted below, and will

deserve modifications to the extent that these assumptions may not be

correct. The clauses of t_ longer form are discussed first below.

Alternatives for modifications

I. On the back or reverse side of the form there is a "NOTE" of

suggestions or instructions for use of the form, designed to serve as

a convenient reminder of the requirements for its use. Whether such

instructions are advisable probably depends chiefly upon the extent to

which the requirements are spelled out in other rules and kept in mind

by everyone concerned.

2. As drafted, the instructions, the form for employee signature,

and the medical opinion statement are designed for multi-purpose use;

i.e., to cover service in space environment simulation chambers, riding

on the centrifuge, or work in or at other facilities where good physical

condition is important or the hazards are somewhat unusual. This

approach makes the papers as now written more lengthy, and it may be

feasible to simplify them by limiting particular forms to simulation

chambers or other particular facilities.

3. As worded, the papers undertake to cover exposure prior to

specific work applications, e.g., exposures in training and practice.

They also undertake to cover activities at other locations as well as
at MSC.

4. The words used to identify the types of service to be performed

should be scrutinized to assure that they are suitable for that purpose,

when considered in light of any pertinent contract provisions, Job

descriptions or other definitive writings, and Job assignments.

I
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5. As now worded, there is a statement by the employee dealing

with his own physical condition. This was included in case there may

be substantial risk that a particular employee has become aware of some

material physical condition subsequent to his last medical examination.

It could also be included in case there are certain facilities for

which a medical examination may not be required, but it would be desir-

able to know if the individual knows of any physical condition which

might make his work in the particular facility unusually risky for
him or for others.

6. The form includes a statement by the individual that he does

not intend to release or waive any employee compensation or workman's

compensation rights provided by his employer. Such a statement is not

considered necessary so long as there is no question as to the service

being within the course of and the scope of the employment; however,

its inclusion may provide some reassurance to individuals signing the

form.

7. The form does -_ __-_o °_,, o++.mp_=a ,.,._,=_ n_

release of rights against the Government, other third parties or

individuals, in case of accident which may be thought to have been

caused or contributed to by someone other than the injured individual.

As you will recall, the factors against or favoring any such attempted

waivers or releases have been explored and identified previously.

Among the factors against were the Federal policy reflected in the

Tort Claims Act, doubtful enforceability, etc.

8. It is assumed that in each instance the individual employee

will have received any advisable preliminary instruction, training or

practice before being permitted to work under the conditions of concern

here, and that it might be well to have him indicate this and also be

given an opportunity to ask any further questions before he signs the

form.

Other points

In addition to the above points as to which some variation in the

papers might be necessary or desirable, there are several additional

points which we think should be reflected in the forms substantially

as in the present drafts.

a. It would be highly desirable for the papers to reflect the

decision or opinion of a supervisor to the effect that the activity

of the employee is considered in the course and in the scope of his

employment, in addition to also having the employee indicate his

similar understanding. The supervisor rather than the employee is in

the best position to decide this and to do it authoritatively, and as

a matter of record. Of course there should not be anything inconsis-

tent with this decialon or conclusion in the pertinent job description

of the individual,

| ....
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b. There are potential disadvantages to use of the words

"certified" or "certification" in this connection. According to our

layman understanding, neither the medical expertise of the examining

physician or the equipment and processes relied on in making the medical

examination and reaching conclusions as to the results can ever assure

against latent physical weaknesses or deficiencies, nor can the physi-

cian ever he,assured that the individual being examined has remembered

or disclosed all symptoms. If this is so, it may be illogical to have

the physician "certify" that the individual is physically qualified

for particular purposes. Instead, we feel it should be adequate and

appropriate for the physician to indicate that a physical examination

was given on a particular date, and give his expert opinion as to

whether or not the individual is qualified for a particular activity.

The physician should of course also have had an opportunity to know

of the conditions to which the individual is likely to be exposed.

Somewhat similarly, it seems preferable for the supervisor

to approve the work assignment for the employee, rather than to "certify"

something about it. in general, it is best for a statement which is

a matter of opinion or judgment to be expressed in the form of a con-

clusion, approval, or finding, rather than as a certification of fact.

c. As drafted, the papers may be suitable for use by contractor

personnel as well as government employees. We have undertaken to

include language at one or two points that appears consistent with

both the Federal Employees Compensation Act and also the Workman's

Compensation Act of the State of Texas. However, a contractor might

conceivably have reason to prefer somewhat different language for use

by his employees, and which might not be objectionable from a NASA

standpoint.

d. A form prepared in the Personnel Division (Mr. E. R.

Strickland) covered the supervisor's finding as to the work being with-

in the scope of employment, and evidently anticipated that the form

would be filed in the personnel folder along with the medical statement.

If the employee form is to be used on a one-time basis, but the medical

examlnation will be given at least annually, there is a question as to

whether the medical statement should be on a separate piece of paper

from the employee form, and whether the periodical medical statements

should also be filed in the personnel folder.

Short Form

Also enclosed is a shorter form of a employee statement. This is based

largely upon forms suggested by Dr. Hawkins, and another by Mr. Hinners

and Mr. Stickland. Recognizing the desirability of having a form as

succinct as feasible, we should consider whether this form is sufficient,

r-_ ............

f ,- . •
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or would serve better if incorporating some or all of the longer

form, based on the points and comments dealt with in paragraphs 1-8

and c. above. Several modifications have been added, based on points

a. and b. above. As to Civil Service personnel at least, some con-

clusion is required as to whether the indication of "volunteer" should

apply only to service as a test subject.

Please let us know of any further assistance that we might afford.

/'J.

cc:

AC/Special Assistant to the Director

AH/Chief of Center Medical Programs

AM/Chief, Center Medical Office

AMS/Chief, Environmental Medicine

AM4/Chief, Occupational Medicine Branch

ES/Chief_ Structures and Mechanics Division

EC4/Chief, Systems Test Branch

BP/Chief, Personnel Division, Attn: E.R. Strickland

AL: JWOuld :mh 11-18-65

f
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I M P 0 R T A N T: Read reverse side before signing

(Date)

I agree to participate in work in test facilities for human or

equipment testing, or both, and evaluation of various types of spacecraft,

llfe support and other systems, subsystems, components, experiments, or

related equipment or facilities, at reduced a_ospheric pressures and

under simulated space condltions, in connection with my work at the NASA

Manned Spacecraft Center, Houston, Texas. This includes service as a

trainee, observer, operator, or otherwise as a test crewman as may be

required; training and practice for tests; and service at facilities of

the NASA/MSC Center and other Federal agencies, firms or institutions.

I volunteer and agree to perform duties as a test subject as a part of
my employment.

There has been explained to me and I understand the test operations
and hazards involved; except as follows:

(if no exceptions, employee

should so state)

In making the foregoing statements I do not intend to release or

waive any employee compensation or workmen's compensation rights pro-

vided by my employer.

To the best of my information, knowledge and belief I am in

excellent health and physical condition and am not subject to any kind

of heart disease, high blood pressure, or other ailment, except

(List all; if none, so state)

Approved. Considered within the

course of and scope of employ-

ment of the above individual.

(Chief, Divlsion,

MSC)

or

(Employee)

(Date)

(Signatuge and title of supervisorj
if contractor employee)
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MEDICAL OPINION

Mr. , an employee of

, was given a physical examination

is

on and is not considered physically fit to

perform duties, including preliminary training and practice and work,

including duties as observer, operator, or otherwise as test crewman

(Subject) for human testing and evaluation of equipment, facilities,

components, or other items to be tested in facilities of NASA Manned

Spacecraft Center at Houston, Texas, and comparable facilities of other

Federal agencies or industrial firms, in connection with such duties

in environmental simulation chambers at less than ambient pressure or

riding on a centrifuge or

(List other facility or equipment, if any)

Chief,

NASA Manned Spacecraft Center

(Date)

i ¸ ,
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(For Reverse Side of Form)

DRAFT

NOTE: Individuals will not be permitted to perform duties inside of

environmental simulation chambers at less than ambient atmospheric

pressure, or ride on a centrifuge _or work in

(List other facility or

, except on a voluntary basis, whether for purposes

equipment, if any)

of training and practice or to perform any work, including that as

subjects, observers, or operators; and will be subject to the safety

procedures and requirements developed and implemented by MSC and

required of all personnel in similar work.

Before an individual is permitted to sign the statement on

reverse side, it should be ascertained that he has received instruc-

tions as to the operatlnns and hazards involved and what he should or

should not do for safety reasons, and has had any required practice or

other training; and he should be given an opportunity to ask any further

questions desired;

A medical examination, and medical opinion that the individual

is considered physically qualified Co participate in human testing

and evaluation with the facilities or equipment to be used, dated

within not more than one year from the date of such participation,

is a minimum requirement in all cases.
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To

From :

Subject:

United States Government

MEMORANDUM

C/Mr. Paul Dembling, Deputy General Counsel

NASA Headquarters
Date: June 20, 1966

AL/Chief Counsel

Manned Spacecraft Center

Legal aspects of hazardous experiments, etc.

Reference your memorandum of July 14, 1964, to me on the above subject.

It was very useful.

Subsequently I undertook the identification of related problems, including
attention to Texas law. The results were reflected in a draft memorandum

of 6-10-65, copy enclosed. This was used for working purposes, although

never completed in polished form. Advice on use of forms for employees

was given locally in memorandum _ _..... _- 18, Io_ _I_o_A............... , copy ..........

A contractor's insurer was disinclined to cooperate, and the Government

and its employees were not covered as additional insureds.

As the enclosures may be of possible interest elsewhere, copies are
distributed as indicatedbelow.

W. Ould

cc: w/enclosure

G/Mr. J. Henry Glazer, Office of General Counsel, NASA Hqs.

Mr. W. E. Guilian, Chief Counsel, Marshall Space Flight Center

Acting Chief Counsel, Lewis Research Center
Mr. Charles M. Kearney, Chief Counsel, Goddard Space Flight Center

Mr. John P. Lacy, Chief Counsel, John F. Kennedy Space Center
Chief Counsel, Langley Research Center

t

!"
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MEMO

To

From :

Subject:

FA/Manager of Systems Tests and Evaluation

AL/Chief Counsel

Use of non-government personnel as test subjects or inside
lock observers

Reference your memorandum of May 4, 1965, subject as above, concerning

legal liability of specific individuals who will be directly associated

with the test activity, such as the Medical Officer, test conductor
and test director.

Since it is impossible to foresee all the possible combinations and

variations in circumstances under which personnel might suffer injury or

death due to malfunction of equipment or human action or inaction or

other cause, or the subsequent circumstances as to treatment or assertion

of legal liability claims, the comments below are unavoidably general

in nature. If you will advise as to any particular points on which

further advice may be desired, we will be glad to assist further. The
footnote references are available if needed.

A. SUMMARY

(I) State Workmen's Compensation arrangements provide a standard

of protection to contractor employees.

(2) For personal injuries during tests, the United States may be

liable in "tort", if negligence of its employee caused or contributed

to the injury.

(3) NASA has administrative authority to settle claims up to

$5,0001 and may recommend to Congress the payment of meritorious claims

in any amount. Claims not settled may result in litigation and court

decisions. _ __ /_A_ _ U__

(4) Defenses not available to theemployer under Workmen's Compensa-

tion statutes may be available to others if factually supported; e.g.,

that the person injured was himself negligent; that the injury was caused
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by a fell_a servant; or that the injured person voluntarily assumed the

risk of possible injury. Among the uncertainties on this are the novel

status of a group of personnel of different employers working under a

single test director and management.

(5) NASA employees conceivably could be faced with claims of damages

for negligence, along with the Government; or conceivably, in

litigation not including the Government.

(6) The Department of Justice customarily provides counsel to defend

actions against Government employees based on official actions in the

course of their employment. This does not guarantee payment of any

judgment that might occur against the employee. However, since the

Government would be interested, NASA might be able to use its settlement

authority up to $5,000 before litigation, or recommend to Congress the

settlement of a larger amount.

(7) Insurance carried by the contractor would afford substantial

protection if feasible for the United States and its employees to be

included as "additional assureds". In case no extra premium cost is borne

by the Government from this, the extended insurance seems to offer the

best protection available. If added premiums were called for, a problem

arises since the Government customarily acts as its own insurer and

statutory authority is needed for use of appropriated funds to pay for

insurance in favor of the Government or its employees. Availability of

no-extra-cost coverage should be investigated; if definitely unavailable,

further attention will be directed at the problem. Study on the latter

point will be continued.

(8) Having all individual participants sign acknowledgments of

training and recognition of risks may deserve consideration primarily as

a safety factor. It might also result in a basis for defense of claims

by persons other than the contractor. However, some labor-management

_elations questions might occur. Other policy aspects may be involved.

(9) NASA medical personnel functions in connection with tests

appear appropriate.

(I0) The participation by any contractor should be within the scope

of its contract work, and participation by any employee should be in the

course of his employment. Otherwise, the protection of the State Workmen's

Compensation Act may be unavailable to any of those concerned. Also,

even if an employee initially "volunteers" for the test work under NASA

management, his employer should give him explicit direction or instruction

to perform service in this way.

f



J+-.+_A+, _' jt+l. + /

P. 75

(II) Corporate officers are not protected by the Texas Workmen's

Compensation statute. If they were to participate, exceptional lia-

bility risks would therefore occur.

(12) Texas law would not necessarily be controlling in all

instances, and comments here cannot be comprehensive as to all cases.

For example, if contractor employees normally stationed in another

state were temporarily assigned to the Houston Area for test purposes,

other statutes or court decisions might become applicable to liability

or compensation questions if such an employer were injured.

B. DISCUSSION

i. Contractors' insurance covera_e_ state workmen's compensation acts.

The employees of NASA contractors are protected by state workmen's

compensation acts, which provide statutory compensation for on-the-job

injuries. Such statutes have been enacted in all fifty states. I This

includes Texas. 2 Congress has extended such state laws to include

territory within a state but under exclusive Federal jurisdiction.

In most instances+ the workmen's compensation acts, by their own

terms_ prohibit any attempts to obtain waivers or releases of the

statutory benefits. Such prohibitions are valid. And even in the

absence of express prohibition, attempted waivers have been held invalid

as being against public policy. I The Texas statute invalidates waivers. 3

From a policy standpoint, waivers might have the detrimental effect

of discouraging participation in the tests. Also, if an accident were

to occur, it could appear manifestly unfair for the burden of the risk

to be borne solely by the injured individual.

Compliance by cost-type contractors with applicable workmen's

compensation and occupational disease statutes is intended to be

mandatory under NASA procurement policy. The advantages of general

liability insurance for personal injuries or death are also recognized. 4

It is important that all contractors concerned have adequate

insurance arrangements. Also, it would seem advisable for control to

be exercised to assure that employees do not expose themselves to test

conditions otherwise than in the authorized course of their employment.

2. Potential liability of United States.

Under the Federal Tort Claims Act 5 Congress has provided for liability

of the United States, in general, for damages caused by the negligence of

+ ....
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its employees while acting within the scope of their employment.

The protection afforded a contractor employee (or the personal

representative or dependents of a deceased employee) from claiming

damages from a third party whose negligence caused injury or death.6

Under the Texas statute, a negligent third party may face a claim

from either the injured employee or from the association which paid

compensation to him, and the amount of the liability is not limited

to the amount paid by the association to the employee. 7

3. Methods of settlement of claims against United States.

NASA has authority under section 203_)(13) of the Space Act to

settle claims not exceeding $5,000 against the United States for

bodily injury or death resulting from the conduct of the Administra-

tion's functions, and the authority to report meritorious claims

over $5,000 to Congress for its consideration.

Claims not disposed of under section 203(b)(i3) would ordinarily

be tried in a Federal court, with Department of Justice attorneys

serving primarily as defense trial counsel.

As with respect to litigation in other matters, claims and liti-

gation are sometimes settled prior to final court decisions where the

questions of liability or amount of damages are uncertain and a

reasonable compromise is feasible; however, it is not within the dis-

cretion of NASA to settle claims in litigation or in excess of $5,000.

4. Possible defenses by United States.

A third party against whom an employee's claim is asserted may

offer certain defenses, when supported by the facts, that are not

ordinarily available to the employer himself in a proceeding against

him under the workmen's compensation statute.

These are: that the employee was guilty of contributory negli-

gence; that the injury was caused by the negligence of a fellow

employee; and that the employee had assumed the risk of the injury

incident to his employment. The "fellow employee" would be someone

else employed by the same employer, and ordinarily not an employee of

some other contractor.



P. 77

For the United States to be held liable at all and without regard

to any defenses it might have, it would be necessary for the complain-

ing person to show that negligence on the part of a NASA employee has

caused the injury (except perhaps in strict or absolute liability

situations).

The question would then arise whether the defenses mentioned

above are available to the United States. It seems probable one or

more would be, in substance, regardless of whether the test arrange-

ments constitute a temporary cooperative agreement or joint venture

between the Government and contractor; however, the "loaned employee"

doctrine might be applied, in which case the Fed. Emp. Comp. Act

presumably would apply and fix liability of the United States under it.

5. Potential liability of NASA employees.

In Texas, as in other states, an employer is responsible to third

persons for damages due to negligent acts of an employee done in the

course of his employment; and the employee is also responsible to the

third party for his own lack of care or other wrongful act. 8 The

Texas Compensation Act would not prevent a contractor employee from

making a claim against the United States or a MSC employee on account

of their negligence in causing him an injury.

Generally, in Texas, a supervisory employee is not liable to a

third person for the negligence of a competent subordinate in which he

did not participate, the subordinate being the employee of the employer

and not of the superior officer. 9

Ordinarily, in Texas, the liability of both employer and his

negligent employee may be enforced in a joint proceeding in court

against both the negligent employee and the employer; e.g., the

United States. The employee is not immune from an action against

himself alone if for some reason the injured person should choose to

bring suit against him alone. The more usual practice is to bring

suit against both employer and employee, or against the employer

alone.

Only with respect to motor vehicle accidents by employees, while

acting within the scope of their employment, has Congress taken action

to exonerate the employee from liability by making the suit against

the United States the exclusive remedy (provided certain procedures

are followed by the individual against whom suit is brought).
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In test procedures it is not inconceivable that suit could be

sustained against an employee but with the United States not being

also a defendent, even though the employee was acting within the

course of his employment. 20

The Federal Tort Claims Act does not cover every possible basis

for claims. It excludes, for example, suit against the United

States where a claim is based on performance or non-performance of

"a discretionary function or duty ...". What this term covers is

very poorly defined by court decisions, and there is no statutory

definition. I0 There are other exclusions, but these do not seem

relevant to the subject.

If a judgment is entered against the United States and paid by

it the Government cannot require the employee to reimburse (indemnify)
it_ 19 Neither could the claimant require dual payment by the employee.

It should be noted that the potential liability of a negligent

Federal employee is somewhat different where the injured person is a

fellow Federal employee. The Federal _mployees Compensation Act has

been interoreted as not precluding a claim and litigation in such a

situation.20, 28 One reported case was against three Air Force medical

officers and a civilian doctor employed by the Air Force, claiming

damages for injury from negligent surgery. Another case involved a

motor vehicle collision. Unlike the Texas Compensation Act, the

Federal Act does not include any provision making the rights to

compensation under the statute the sole remedy as to fellow employees.

This leaves the way open for a claim based on negligence.

6. Defense of Government employees_ special statutory relief.

It is currently the general practice of the Department of Justice

to provide counsel and representation to Government employees where

the interests of the United States would be jeopardized should the

suits be undefended and as a result the United States might itself

become liable "in tort" or otherwise for damages arising out of the

employees action. II

That practice does not include the actual payment by it of any

judgment that might result in a suit brought against the employee

alone. Neither does it appear that, if an employee were for some

reason to hire his own private attorney to defend or settle a case,

he could expect any support from the Comptroller General for an allow-

ance by Congress to cover his expenses. 12

r
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As noted above, however, NASA does have certain limited author-

ities under Section 203(b)(13) of the Space Act, and it is conceivable

that situations might arise where NASA could use such settlement or

other authority in connection with claims arising from a hazardous

experiment, although not including payment of private counsel fees

or settlements by it of more than $5,000.

q
Defenses that the United States might assert should also be ;

available to its employees in suits against them by a contractor _ J _

employee; e.g., contributory negligence, negligence of a fellow/ , Y'jS[

employee, assumption of risk, dependent upon the circumstances. _ _ _tl

7. Possible extension of contractor insurance to Government.

Although it is difficult to find a solid basis for any extra

expense to the Government, the inclusion in the contractors' insurance

of the United States, its agents, servants and employees acting within

the scope of their authority, as additional assureds, would provide

further protection to NASA employees. Inclusion of Government

employees alone might be feasible. 27

If this coverage could be accomplished without payment by the

contractor of an additional premium at the ultimate cost of the

Government, it would seem to be the best available solution. Expendi-

tures of any extra premiums for the coverage may be subject to chal-

lenge or disallowance, although arguments could be advanced in

defense of the action. To date no rulings have been found in favor. 13

Exploration of the feasibility of the coverage without extra premium

through appropriate channels would appear preferable in advance of

further effort to justify extra premiums, which may require express

statutory authority since the Government customarily acts as self-

insurer.

Waiver of subrogation rights by insurers as to the Government,

its agents, servants and employees, would be desirable in any event.

Also, consider the feasibility of an agreement by the insurer not to

plead the defense of loaned or special Government employee or the

equivalent without written consent of the Government. The Government

might wish to give such consent if itself liable, either at law or

under the Federal Employees Compensation Act. So also as to the

defense of sovereign immunity.

8. Promotin_ safety and hazards knowledge.

Several advantages could result from a practice of having test

participants sign a written acknowledgment, prior to conduct of any

hazardous test ope_atlo_s stating among other things that they have had

I
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fully explained to them and understand the test operations and hazards

involved and voluntarily wish to participate under the test conditions. 22

This would include clarification that no workmen or employee compensa-

tion rights provided by the employer are waived.

It is understood that the intent is to instruct all participants

carefully in advance as to what they should or should not do for safety

reasons, with practice or other training reasonably necessary.

Signing the acknowledgment could serve as a reminder to ask any

further questions desired. Also, if any proposed participant has for

any reason failed to receive the advance instruction, the acknowledg-

ment should help to identify this fact before it is too late.

Some management-labor relations questions might occur, and other

policy aspects may be involved.

9. NASA medical personnel.

The Texas Workmen's Compensation Act provides that an employer

having a regularly paid physician to administer to or treat injured

employees shall file with the State Board the physician's name and a

copy of the contract of employment, indicating fully the extent and

scope of the employment and compensation paid. If not done, injured

employees may obtain medical and hospital services and medicine else-

where. The employer must notify employees, at or before the time of

injury, what physicians have been arranged for by contract. This

statute also appears to have some significance as to the binding

nature of statements made by the physician; however, the full objectives
of the statute have not been determined.

As to military medical personnel detailed to NASA by the Armed

Services, there appear to be no regulations which would prohibit them

from participating in scientific tests or research activities; the

only possible restriction mentioned would be against giving general

medical treatment to contractor employees (aside from first aid and

emergency care).

Federal agencies have authority to provide programs for health

services to their own employees after consultation with the Public

Health Service. 13 NASA has special statutory authority to cooperate
with others in the use of services, equipment and facilities. I_ It

has authority for planning, directing and conducting aeronautical and

space activities, so there can be no doubt of its authority to conduct

experiments relating to man's capacity for space flight and to utilize

the services of scientific and medical specialists in that connection. I
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It is assumed that the contractors will maintain their own

normal occupational medical services for their own employees,

except to the extent that test objectives and conditions require

provision directly by NASA. This matter, however, may involve

questions beyond those of liability being considered here, so that

no opinion is expressed on the matter.

i0. Participation should be within contract work and course of

emp !o_-@ent

For workmen's compensation protection to be available, the

contractor employee must be acting "in the course of his employment"

at the time of an injury. This means that his activity should be

within the scope of the contract work which the contractor is per-

forming.

There is a possibility that, even under those conditions, the

statute might be held inapplicable. For example, there are precedents

in Texas as in other states, to the effect that an employee whose

services are loaned to another becomes temporarily the employee of the

other for various purposes of the employer-employee relationship. 15

This is sometimes referred to as the "loaned" employee or servant

doctrine. No Texas statute or reported court decision has been found

that either applies or rejects the doctrine with respect to the State

Workmen' s Compensation Act, without ambiguity.

There is also the possibility, as noted above, that a contractor

employee participating under the direction and control of NASA repre-

sentatives would be considered within the definition of "employee"

under the Federal Employees Compensation Act. 16 Also, under the

Federal Tort Claims Act. 21

Both the State and Federal statutes are normally subject to

liberal construction, so that it seems highly unlikely an individual

performing in accordance with instructions from his regular ("general")

employer and those rules fixed by MSC and instructions from the

authorized MSC test managers would ever be excluded under both

statutes. If he were, the "common law" rights would still be available

subject to any applicable contractual commitments.

More particularly, however, the definition of "employee" under

the Texas statute appears to avoid any exclusion of a loaned employee

from protection since it includes an individual who is employed in

the usual course of the trade, business, profession or occupation of

the employer and who is temporarily directed or instructed by his

employer to perform services outside of the usual course of trade,

etc., of the employer.17
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NATIONAL. AERONAUTICS AND SPACE ADMINISTRATION

WASHmaTON,D.C. 20546

September 30p 1966

Mr. J. Henry Glazer. Esq.
Ames Research Center

HoE£ecC Field. California 94035

Dear Jack:

Here are • miscellaneous group of some oF the £orms
we were calking about. Warren Scoluskyts dra£c of
an _ and forms Is not included, but I wlll send

you a copy as soon as we gec one into legible form.

Regards.

Enclosures

/

i. D .

Stephen J. Gross
Office of General Counsel
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NAVAL MEDICAL RESEARCH INSTITUTE
NATIONAL NAVAL MEDICAL CENTER

BErHEsDA, MARYLAND

JoJA.

taez FOaM (6.-63)

CONSENT TO VOLUNTARILY PARTICIPATE IN RESEARCH EXPERIMENT

,tJ

,!
!

I

DATE

I hereby volunteer to participste, as a test subject, in a research sub-
task being conducted by the Naval Medical Research Institute entitled:

./., . .

•OProJect ARGUS (Advanced Research on Groups Under Stress), Ne_ropsychiatrlc .....

Factors in Performance Effectiveness for Future Weapons Systems Crews , .

0

the experimental design of which has been approved by the Chief, Bureau .,
of Medicine and Surgery and use of human volunteers approved by the :'

Secretary of the Navy. The nature and purpose of the procedures have -, ..
been explained to me.. I understand that the procedures are experimental * . .
and that my consent to participate does not constitute a release from ":
a_vpossible future liability by the Navy attributable to the experiments,

WITNESSED:

Copy tos
ServioeRecordp

°
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(Short Form - Crew Systems)

(Date)

I, , hereby volunteer to serve as

a test subject; observer; operator or otherwise as test crewman for

human testing and evaluation of various life support systems, sub-

systems, and components being tested in facilities of the Manned

Spacecraft Center and other Federal agencies and/or at industrial

firms, including tests at reduced atmospheric pressures and under

simulated space conditions.

I understand that my participation in these tests is considered

a part of the duties of my employment.

(Employee)

Approved:

(Chief ,. Divis ion) (Date)
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AIR _'O11C_: REGULATIO_ o

_, ._o. _em-s.

0

0

..

Medical Education and Reseaech

USE OF VOLUNTEERS IN AEROSPACE RESEARCH

7'l, ts reg.lolhm rslobllshJ*R Ile_ IHdi_tex and proredur¢.. _or using h.n,o. ,,olunlec, rs in o_,ro.
xlmr_ reseorrh pro_erls. "_ .

1. Application of This Regulation. The provi- his health which eouhl result from his _ar-''
sion._ of this regulation: _;,.;.,,t;,,, in the experiment. The volunteer i

_,*.-" I "'' _'_'"

a. Apply to: . must also be tohl almut any parts of the ,
(1) Research, devcl,pment, test, and testing program which cannot be stopped or " I.

cv_tl,ation (Itl)T&l,:) pr|_'ed||res that m,y , contr-Iled by either the test subject or the . !i.

rest|It in distress, pain, damage to health,' person canal,cling the test. i'* _.'
physical injury, or death of the subject. Such*: c. The consent of the volunteer will be
tests usually are conducted to determine ''given in writing in the format shown by i '
either the level of human tolerance for a con- _ attachment 1. The volunteer must sign the _. :_
dition that may be imposed by Air Force : consent in the presence of at least one wit-
operations or the adequacy of equipment de-_' : ness who will then attest the volunteer's sig.
signed for human use (see AFK 80-14), _. nature by signing in the place provided.

(2) Investigations of disease, new treat- "_i.3. Principles, Palicles, and Requirements far the '

meat procedures, and drug research con.. Use of Volunteers in Hazardous Aerospace Re-.": .** .
ducted by the USAF Medical Service for the .; search: ; :i

benefit of patients. : a. All essential preliminary tests with lab- ib. Do ,at apply to: :ii •oratory animals, dummies, and other human ' _
(1) Any programs, tasks, and tests that .i_i simulators must be conducted and evaluated, !

involve• inherent occupational hazards to _ before a human subject ix used. Research on, "!:

health or exposure to potentially hazardous human volunteers will be conducted only to, * !
situations such a._ those encountered as a . validate important results that are essential _ i
part of training or other normal duties, e.g., to a program.._
flight training, jump training, bailout _". b. Research studies using human volun- '
studies, fire drills, gas drills, and handling Seers will be so conducted that all unneces-
of explosives.' _: .sary physical or mental suffering or injury

(2) The human factors research par-Y.' is avoided. Such studies will not be con-
tions of a research project when they involve .' dueled if there ix reason to believe that dis-
normal training or other normal military ,_i abling injury or death will probably occur.
duties and when disclosure of the research '_' To this end, a physician will conduct and
conditions would defeht the purpose of the record the examinations he feels necessary
investigation by revealing the artificial ha-_ __before the test project begins.
ture of the experimental conditions. : c. The degree of risk to which a volunteer

:is exposed will never be more than is ahso-
2. Voluntary Informed Consent. The voluntary ;i_ lutely essential because of the urgency and
informed consent of the human subject is ,i_ importance of the solution of the problem
absolutely essential. _*'i: that made the research project necessary.

I i

[

|

I

w

•_i •, _i

_., [

DEPARTMF,NT or.'r||l_, AIR FOres.: !', !_,

Wsshinc_oflt _ October Jg_ :' i

!i;!i

' a. The volunteer must have the legal ca-. • d. The research project will be conducted
pacity to give his consent and must give it by scientifically qualified persons; a phy-'
freely. _sician will be responsible for the medical f

b. Before a volunteer gives his consent he : care of the volunteer. The physician or the • ..
• must be given an adequate explanation of , principal investigator will have the author-

the research study, i.e., it_ nature, duration, ity to terminate the research study at any
and purpose; the methods and means by time.
which it will !_ conducted; and any f_resee- _ e. The volunteer will be informed that:

able in(:onvenh, nces,'hazards, and effects on (1) At any time during the course of .*.

• , .° • , ,

OPR : AFMSPA '
DISTRIBUTION : S " .......

q

_(rl:
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..._"tlm re._earch pr.ject, he will have the right
to revoke his consent and withdraw from the
teat without prejudice to himself.

(2) The principal investigator or at-
tending physician may terminate the experi.
meat at any time he considers it necessary,

I regardless of the volunteer's wishes.

4. Approval to Conduct Research Involving Vol.
untoers:

a. Action bll Ori.qi,ati,.o Lahorato;'ll. The
commander conducting the research will _p-
point a research committee composed of
three scientists; the chairman must be a
physician. Committee members will not in-
clude either the principal investigator or the
physician re._ponsib!e for the medical care
of the volunteer during the experiment. This
committee must review and approve or dis-
approve all proposed KDT&I,: protocols that
will require use of human volunteers.

b. Ac'tio_ bit the $,rgeo,. G+:,eral. No re-
search using volunteers will be undertaken
Vuithout prior review and clearance by the

rgeon General. This will be accomplished

L

by the submissi_m of 1)1) Forms 1.19_. "Re.
mmrch and Technology lb,view," throu;;h
ch.'|nnels to the Snrl_e.n General (AFMSPAk
in no case will a project 1rain;., human vohm-
teers be initiated unless a i)I) l:orm l.lg_t ..
has been approved by the Surgeon General.
For urgent proposals to which DI) F{_rm._
1.198 are not applicable, the Surgeon Gen-
eral's approwd may be granted by telephone
with confirmation by letter. Research proj-
ects performed under AFR 169-6 that in. .
volve human volunteers will be considered .
approved under the provisions of this re_l-
lation when letter approval by the Surgeon
General is received. Research under AFI_
169-6 need not be delayed pending submis-
sion and approval of DD Form 1,198, +i

5. Publications Pertaining to Human Volunteers.
All printed papers Mr articles that pertain
to the use of hlmmn volunh,crs will conb, in
the following footnote: "The voluntary in-
formed consent of the nubjcct_ used in this
research was obtained as required by AFR
16.9-8."
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J

O_'_C',AI, "_ ' J.P. McCONNELL :
• , ++;"

'+ ' _" General, U. E. Air Fores -
' . :"?. _ Chic/o/SiaM

R. J. PUGH *., '.... _J 1 Attachment '
Colo,ei,USAF , ' Format for Volunteer Consent+'.

' Director of.Adminietratiwe 8erdeea ':: :" .._=- ,:i;, ' -'

• . ,_,,. /, . +. " . , .

• . ":" " *: '+ " "i." ' ' " _ _ " "

,: , . o _ ,++++ , . .

,,' _ ,,, _ ., _, . ,,, ,_'. ._ t ',"_;.,; ..

• ' " ' _ + _,' • . i _'._ , ,, .., _,: " ' ' ' " '

. ' , . ," ' "_'_"',_ "'-_i',_",." + : v

"o"" . .;' :" .+L' ...... ;' ' /. " '_., " ' ' '*' " :' : :i',:_' i!i'," ": ;'_'' _':'. ";

_+'_ !,,..,,:.;_'.," ,-.,., i' ', _., ,_" '-' '+'_ :!, ' /.:":i"...,..,.... . :,,_ ._, ._ ,:, .: _ _::
' P ', _ ++ 4 ' 4 . ' ' :+_: ', '' ''4 ' + " :': ....... • ":_ [ '' _ ' _ +. ''g4+ `r,+ + '''4 '' .' . ' , _ : "

•+ " ,+.+'"i " • " :. "..... '+" ' " -• ..*+;,+ + + • . , . ;_ ' , ,

' ' ,_ /'' :'+: : ...... "-_ " ' ' ' ': _ "" ," ' :' - ' ' "_ ":' ": i.- /" :" ::'+
• . ,,. Y+,_ +_; . .. .

+ I _ " =m B+ +lj +ll 1_ 4 _ l l g _ +_ " _ ' l "I I . _ [ + 4 _+ +g k+ I _ _ p + ..... + " r ' #Pd' *+ . . m

-. j,... . "" , ' , .." ,, :; - . ..it

l_Igm+ _I PIj II g = = " + + " [ b d r + 4" + I = _ i [ =i. + I'+ + E 4 "

I' I '_L +t • ":

' ' '_ ..... ' ' ' "_' f"_ t

., _ _' . -:.." ... •
l

" n

. ,., ... : + '. . ,+..+":_.

'• .+,-+•*?i,+ L .. +

+

• . . '•_ ,. . ._

+i, -:.'•' ++,! •

' , ,',2 "; ' ]

.,. *. ,;._. •

©

|

..... - '. ...... ' .'-" +.,,,:.+a t+..+,, .



.)
Facility

(FORMAT FOR VOLUNTEER CONSENT)

CONSENT OF HUMAN TEST SUBJECT

Date .......................

1. llaving been fully advised nf the dsngerous nature and possible harmful conseqtlenecs.
I hereby volunteer to participate as a ht,man test subject in the following experiment or
series of experiments:

_'JIl. J

_.°

'"1

0
. '. -,

¢

0

AFR 169-8 , •

P.
I •

! d,

i

i,r.'

:'_

(Sl_te nature of inve.tigation, test, or experiment)

2. I further acknowledge that my ¢on_nt has been freely given and that I have been
informed that 1 ' may withdraw my _n._ent at any time insofar as the nature or Mt_Lge of

the experiment _rmits. , ,,
'/ . , .

° ,. .

..'. , , :

: ' ' *+ i

' .1', "

:.. i

I

(Signature _f test subject) .

i

(Witness)
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I M P 0 R T A N T: Read reverse side before signing

(Date)

I agree to participate in work in test facilities for human or

equipment testing, or both, and evaluation of various types of space-

craft, life support and other systems, subsystems, components, experi-

ments, or related equipment or _=_Itles, at reduced atmospheric

pressures and under simulated space conditions, in connection with my

work at the NASA Manned-Spaeee_a_T-Gea_er;-Hess_emT-_exas. This

includes service as a trainee, observer, operator, or otherwise as a

test crewman as may be required; training and practice for tests;

and service at facilities of the NASA/MSC Center and other Federal

agencies, firms or institutions. I volunteer and agree to perform

duties as a test subject as a part of my employment.

There has been explained to me and I understand the test opera-

tions and hazards involved; except as follc_s:

(if no exceptions,

employee should so state)

In making the foregoing statements I do not intend to release

or waive any employee compensation or workmen's compensation rights

provided by my employer.

To the best of my information, knowledge and belief I am in

excellent health and physical condition and am not subject to any kind

of heart disease, high blood pressure, or other ailment, except __

(List all; if none, so state)

Approved. Considered within the

course of and scope of employ-

ment of the above individual

(Chief, Division

MSC)

or

(Employee)

(Date)

(Signature and title of supervisor,

if couSr_cZor employee)
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MEDICAL OPINION

Mr. , an employee of

, was given a physical examination

is

on and is not considered physically fit to

perform duties, including preliminary training and practice and work,

including duties as observer, operator, or otherwise as test crewman

(Subject) for human testing and evaluation of equipment, facilities,

components, or other items to be tested in facilities of NASA Manned

Spacecraft Center at Houston, Texas, and comparable facilities of other

•Federal agencies or industrial firms, in connection with such duties

in environmental simulation chambers at less than ambient pressure or

riding on a centrifuge or

(List other facility or equipment, if any)

Chief,

NASA Manned Spacecraft Center

(Date)
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DRAFT

(For Reverse Side of Form)

NOTE: Individuals will not be permitted to perform duties inside of

environmental simulation chambers at less than ambient atmospheric

pressure, or ride on a centrifuge or work in

(List other facility or

, except on a voluntary basis, whether for purposes

equipment, if any)

of training and practice or to perform any work, including that as

subjects, observers, or operators; and will be subject to the safety

procedures and requirements developed and implementel%by_MSC and

required of all personnel in similar work.

Before an individual is permitted to sign the statement on

reverse side, it should be ascertained that he has received instructions

as to the operations and hazards involved and what he should or should

not do for safety reasons, and has had any required practice or other

training; and he should be given an opportunity to ask any further

questions desired.

A medical examination, and medical opinion that the individual

is considered physically qualified to participate in human testing

and evaluation with the facilities or equipment to be used, dated

within not more than one year from the date of such participation,

is a minimum requirement in all cases.

...... T'- ....................... -- .... -"
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i.

NASA - Amell

HUMAN RESEARCH FORM OF CONSENT

The series of tests for which is to

(Name of Subject)

serve as a subject have been explained to him in detail. The

following information was included in this explanation:

A. TITLE - Critical Task Tester Evaluation

B. PURPOSE

To evaluate a Critical Task Tester (CTT) which is intended to

provide a more sensitive index of stress than the usual tracking

type test.

C. NACRE OF TESTS OR EXPERImeNTS

Four (4) men will operate the CTT at 2g to 6 g on the Five-

Degree of Freedom Centrifuge. An additional vestibular

stress will be introduced by imparting a slow pitching

motion to the cab at 2g.

D. DURATION

The total test will last approximately three (3) consecutive

weeks. Each subject will devote one to two hours daily for

the first week, followed by four to five complete morning

sessions extended over the last two-week period.

E. MANNER IN WHICH TEST OR EXPERIMENT WILL BE CONDUCTED

Four (4) male volunteers will be selected to participate in

this experiment on the basis of their interest, motivation,

and general health as determined by complete medical history

and physical examination, including nystagmography. Each

subject will spend approximately one week training with the

CTT prior to centrifugation. The second week will provide

the opportunity for graded exposure to centrifugation (EBI)

while tracking and the third week will be reserved for actual

testing. Test runs will last approximately five minutes at

2g and two minutes at 6 g if tolerated by the subjects. One

of the subjects will have had prior experience of the centri-

fuge. Hourly wage for this work is $2.25 with a minimum of

four hours allowed, including one hour travel time.

,, "n,¢.l ...... r1_.r_- _ ": : .... r',,r _;,
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F. FORSEEABLE INCONVENIENCE, DISCOMFORT _ AND/OR RISKS RELATED
TO CENTRIFUGATION

I. Mechanical failure

2. Motion sickness

3. Pneumothorax
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II. To be completed by subject

NOTE TO THE SUBJECT: READ PART I CAREFULLY. IF THERE IS ANYTHING

IN PART I YOU DO NOT UNDERSTAND, ASK ONE OF
THE SCIENTISTS OR TECHNICIANS WHO WILL BE

CONDUCTING THE TEST OR EXPERIMENT FOR AN

EXPLANATION

DO NOT SIGN THIS FORM UNTIL PART ! HAS BEEN

COMPLETED AND SIGNED.

(a)

(b)

I hereby agree to participate, as a subject, in the tests or

experiments described in Part I of this form.

I am aware of the possible forseeable harmful consequences

that may result from such participation, and that such

participation may otherwise cause me inconvenience and
discomfort.

(c) I acknowledge that my consent has been freely given and

that I may withdraw my consent at any time.

The foregoing shall not be construed as a

release of NASA from any future liability

arising from or in connection with the tests

or experiments in which I am to participate

as a subject•

Signature of Subject

Date
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Assistant Director for Life

Sciences, 200-7

Chief Counsel, 200-11
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APPENDIX #6

NASA-Ames

November 2, 1966

Meeting of November 1 to consider proposed NASA

Headquarters Management Instruction entitled

"Human Research Policy and Procedures"

At the above meeting which you convened, paragraphs I

through 7a of the proposed asency-wide Instruction were

discussed. The remaining paragraphs are to be discussed

at a meeting scheduled for 2:30 Monday November 7th.

Respecting paragraphs i through 7a the participants

at the meeting were in accord that the "definitions" con-

tained in the Instruction should be eliminated, and that

no reference be made to the minimum age-limit for subjects.

If there is insistence by NASA Headquarters management on

the establishment of some minimum age limit, a minimum age

of 18 might he acceptable. The participants agreed also that

the proposed Instruction should extend to human research

conducted by contractors and grantees of NASA and not be

limited, as it no is, to research conducted 'by NASA employ-
ees".

The participants agreed that paragraphs I through 7a

be replaced with the following substantive revision:

MANAGEMENT INSTRUCTION

USE OF PERSONS IN AEROSPACE RESEARCH

i. PURPOSE AND APPLICATION

This Instruction enunciates policies and procedures re-

lating to een_e_ed human research with, or involving,

persons as subjects. Applicable to NASA Headquarters and

all field installations, this Instruction encompasses any

human research conducted for, or on behalf of, NASA by

officers and employees of the United States, or by contrac-

tors, or by grantees.

,\
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2. SCOP.____E " / _.;_"-

'/ r/_This Instruction extends to any resea , development,

test, experiment, or evaluation procedure[which may expose_ _,twu

a human subject to distress, pain, impairment to health,

physical injury, or death. It/does not extend to the use

or employment of a trained professional person when know_

ingly following a recognize_ specialized calling or occu-

pation which is clearly, _ inherently, hazardous including

by way of description an_ not limitation the callings of

test pilots and astronauts. Nothing.contained herein, how-

ever, shall be constr_d as authorizin_ the use or employment

of any person for an_purpose if there _ists a likelihood

that such use or emj_oyment will result i_serious or

permanent injury f death. _ #

 Yo-/
4./D.EF INI.TI ONS

. DETERMINATIONS

A. Prior to conducting human research a NASA official

identified in subparagraph B hereof shall certify in writing -

.,_ _t_'_T¢6z_ _, -q_L _,.+_..:_.._-,._cL_ _ _e,_ _tter_ -
a. thatAthe particula_individual(s ) to be used as

subject(s) for research _ appropriate for the type of

research contemplated;

b. that all appropriate preliminary tests, includ-

ing tests using laboratory animals, dummies, or other human

simulators, have been conducted and evaluated;

c. that there is no basis for assuming the likeli-

hood of serious, or permanent, injury to the human subject(s)

involved nor shall any subject be exposed unnecessarily to

physical pain or mental suffering;

d. that the inherent risks, if any, of the research

proposed are warranted by the scientific or technological

fication {dentified {n subparagraph A hereof 4re:

.A

7
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a. for NASA Headquarters

b. for NASA field installations, the Director thereof.

a " " i " " ia_-by-e _ _z__ /_

Di_ " , a "

p_x._e__o ---o.£---Ascts" .

"_,_]_:_ e •

PC.

"Original signed by

J. Henry Glazer"

J. Henry Glazer

cc:

S. E. Bels!ey, 200-7

J. Billingham, 239-1

D. C. Brekke, 200-11

L. G. Bright, 200-2

E. Ogden, 239-8

R. M. Patton, 239-2

R. Pelligra, 210-7

G. A. Rathert, Jr., 210-7

H. Sandier, 239-4A

S. N. Stein, 200-9

A. Freeman, 200-13

JHG lazer: caw
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IN REPLY REFER TO:

e

m

NATIONAL AERONAUTICS AND SPACE ADMINISTRATION

WASHINGTON,D.C. 2.0546

October 20, 1966

0

0

J. Henry Glazer, Esq.

Chief Counsel

Ames Research Center

Moffett Field, California

Dear Jack:

i am enclosing a copy of the initial dralt of a

proposed management instruction on "Human REsearch

Policy and Procedures." The Director of Space

_edicine, the Director of the Biotechnology and

Human Research of OART, %he Director of Occupational

Medicine, and a nu,_ber of other Chief Counsels are

also getting copies but I thought you would be

especiallyinterested in the draft.

We await your conunonts.

% •

Regards,

2

Stephen J. Gross

O_fice of General Counsel

Keep Freedom in Your ,_uture With U.£. $aving_ ,Bond;
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S. J. Gross

W. G. Stolusky

0

0

MANAGEMEN? INSTRUC_iON

i-iU_V_N RESEARCH POLICY ;aND PROCEDURES

i, PURPOSE

This Instruction sets forth policy and procedures
5

relating to the conduct of human research.

APPLICABILITY

This 7nstruction iu ---_ '--_ to 'NASA Hea__quarters

and all fiel_ installations.

3. SCOPE .

_%is Instruction applies to all human research con-

ducted_by NASA._.__employees on behalff of NASA_

4, AUTHORITY

Section 2'03(b)(i) of the National Aeronautics and

Space Act of 1958, as amended (42 U.S.C. 2473(b)(i)).

As used in this 7nstruction:

a. °'_luman research" means any test or experiment i_

which_a human subject ;,_V sufZer stress, pain, damage to

health, physical injury, personality or emotional disorder,

or death.

/
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_he tQ_m does not include tests or experiments of

_ich the only human subject is an astronaut or person

selected for training as an astronaut.

I Jtt ,

b. "Subject" means a person ,(.man-_r_..wor.%un} whose

_e_o_.-mance is measured or who is otherwise observe'd in

the course of a test and experiment.

I.̧

Pa-ior to the conducting of h_man research, a .deter- :_. 'J/ :

minationA_hall be made by ,, /_

that :

research is in proportion to/risk to the subject.

The "impo_¢ance of the objectives of the .human

the inherent

b. All appropriate tests, including tests using

C_

O
laboratory animals _nd othe_ human simulators, have been

conducted and evaluated and analyses of other relevant

data have been made. .-

c. There is no reason 'to believe that serious_injury

l

is 'likely to occur as a result o£ such human research.

a. Only NASA employees over the age of 21 years

!
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b. ,No person may _erve as a subject o_ human re_earch

prior to exa;._ination by a physician who, with knowledge

el the nature of the Contemplated human research, determines

_-_-_.._such person is physically and emotionally qualified

to serve as a subject of such human research. Zn instances
%

in which it is expected that a significant danger to the

subject will be emotional stress, the determination of the

physician concerning the emotional qualifications of the

subject shall be based upon the findings of _ps-ycholo_"

c. No subject shall be asked to waive, nor shall

°.

% r . _.

a result of human research. ; ,, _,5_._[_,•

d. No person may serve, as a subject, of human research

an_hing herein be construed as a waiver by a subject of,

any rights which may arise in connection with any stress,

damage to health, physical injury, personality or emotional

disorder, or deit-h tha_ may be suffered by the subject as ._ _q

until he has been fully apprised oZ the nature, purpose,

and risks of such human research and has freely manifested

his consent in accordance [with paragraph 9 of this Instruction.
%f

e. Subjec_ always to subparagraph 7d, service as a

subject OZ h%w_ =esearch shall b@ considered a.duty of the
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u'.'bjcct, to be performed in accordance _,_ith the dircc'_ion_

o_ %he persons conducting the human research, until such

subject withdraws his consent, in accordance withsub-

paragraph 8c hereof, or until the human research is other-

wi_Q terminated.

f. No person shall serve as a subject of human

research without prior approval o_ such service by the

official in charge of the division in which such person is

, emloloyed.

CONDUC_ O_ 2[O._LAN RES_ARCH

a. I-_uman research may be conducted only by scientiZically

qual_ied persons acting under the_ supervision oZ a physician.

b. Human research will be so conducted that all

unnecessary physical or emotional suffering or injury is

c. (i) At any time during the course oZ human

research, the subject _hall be free to revoke his consent/

a.__ witLdraw Zrom the te_ or experiment; o_k %_._ ,I,,_e __o

(ii) Any person conducting human research, or the

supervising physician, must discontinue research i_ in his

judgment it is likely, if continued, t_ result in serious

injury _o the sub_e_.
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_. VOLUNTARY YNFO._d4_.D CONSENT

a. The freely given informed consent o5 the

_ubject is essential.

b. Delete a subject is permitted to give his con-

sent, the contemplated human research must be e_lained

to the subject, in language understandable to him. _his

explanation should include the nature, duration, and

purpose oZ the human research, the manner in which it

will be conducted, and all foreseeable inconveniences,

discomlo_¢s, and/or risks to the subject which might
"6

result _rom the human research. XZ the nature of such
.... [

inconveniences, discomforts or risks is not known before- i

hand, this fact should be made known to the subject.

c. the s_jec_ must be informed of any parts of

the humanreuearch which cannot be s_opped or controlled

by either the subject or the person conducting the human

research prior to the scheduled conclusion.

d. Subjects must give their consent in writing in

such form as will indicate on its face that the subject ha_

been fully inZormed of, and voluntarily accepts_the risks

..... involved. See Attac_'_n_ A for a suggested form oZ consent.



q

.,:. _" ,.q , _,....

P./ 3

HU_.,,/q R_S_ARCH FO_4 O_ CONSEN_J.

Xn accordance with NMI , the tesZs.

,,(%_ _,.%,

or.cxperimonts/'o_ series o_.tc_ts o_ cxpori_onts., _o=

which

(na_e of subject)

hav_ been explained to him.

is to serve as a subjeat

_he following information

was included in this explanation:

(a) _a%ure of the _es_s-or-ex_eriments
-_' C. _,_a.,,c.<

0

(b) Dura%ion

(c) Pu_-pose

(d) Manner in whi=h test-or-e_erimen% will be

¢onduc%ed

,L;
!

I*

! .

I
|

|



(C) Fol-eseeable inconveniences, _iscomfoz_¢s, 6_i_or

risks

0

0

Name and _itle

Signature

_O be comnleted by zubSec_

\

NOTE SO ?_ SUBJECt:

\
\

READ _n_'_:_.,_T CA_,_FULLI'_ 7F "2i_RE iS

ANI"2HING iN PA_% _ i YOU DO NO_' UND_R-

S_2_D, ASX ON_ O_ _E SCiEN_Z_TS-OR -r_ZA p_

WV-Ci-_'_ICXAN_ _O k_-LL BE CONDUCTING D'J')F "

EXPr'%NATXON" ; i: ",

'\.

'\\DO NOT STG[_ _HIS _OP_4 UN_TL PAR_ I

HAS BEEN CO:4PLE_ED AND S_G_'ED.
k

\
\

\

(a) X hereby agree to, participate, as _ subject, in

the tects-or--experiments described in Part I of this form.
\

k
%,

(b) X am aware o_ the possible hai_aful consequences

.that may result ffrom such pa_-_i ation, and thnt such

\
participation may otherwise cause me inconvenience and

\
\

discomfort • \

\

(c) i' ackn[wledge _h_,,_' m.y consent 'lhas been _[eely
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0

The foregoing shall not be construed a_. a' releaze

o2 NASA Z_'om any future liability arising Zrom o_

in connection with %he tests or experiments in

wl%ich X am to paz_¢icipate as a subject.

Signature o_ Employee
,_

t_

/ i

-_,rs ,

Pa_ iXi To be siqned by th_e official in chnrqe of division

in %._ich the above em_lovee is em_loyed.

_he above employee, ordinarily employed in the division

o_ which X am the oZZicial in "charge, has requested that

%.

he be pe_nui%ted to pa_¢icipate as a subjec_ in the tests or

experimonts described in Part Z o_ %his Zo_°m.

.\
hereby approve'_uch participation, and direct such

employee to repq_-_ ffor duty to the persons conducting such

k

tests o_ experiments. \

\
\

I

Name and Title _.

l

S_'gnature \
\
\

......... --'- --T -
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Attachment A

HUMAN RESEARCH FORM OF CONSENT

Date

CONSENT OF HUMAN TEST SUBJECT

I. Having been fully advised of the dangerous nature and

possible harmful consequences, I hereby volunteer to par-

ticipate as a subject in the following tests or experiments,

or series of tests or experiments.

(State nature of tests or experiments)

2. I further acknowledge that my cunsent has been freely

given and that I have been informed that I may withdraw my

consent at any time.

3. My consent to participate as a subject shall not be

construed as a release of NASA from any future liability

which may arise from or in connection with the above tests

or experiments.

(Signature of subject)

Approved :
Name and Title

(to be signed by official in

charge of division in which

the above subject is ordinarily

employed)
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NASA - Ames

0 / P I07

Moffett Field, California

November 22, 1966

MEMORANDUM for Director

Subject: Human research utilizing Simulation Sciences Division

man-carrying devices.

i. The Medical Services Branch (MSB) recognizes as its prime respon-

sibility the safety of human volunteers participating in experiments which

utilize man-carrying simulators, devices, or instruments assigned to the

Simulation Sciences Division. Safety procedure extends beyond subject

monitoring to include proper subject selection, complete pre- and post-test

evaluation and provision for immediate emergency care in the event of a

mishap.

2. The MSB will maintain an extensive file of volunteer test partici-

pants cross-indexed for age, occupation, simulator experience, altitude

chamber experience, availability, etc., which will be accessible to any Ames

investigator.

3. The type and extensiveness of the pre- and post-exposure medical

evaluation will be determined in consultation with the principal investigator

and in accordance with the complexity of the proposed experiment. Facilities

for carrying out this evaluation are available through the Ames Dispensary.

4. Prior to testing, MSB will arrange a joint meeting of the principal

investigators, the Legal Officer and test participants for the purpose of

obtaining the informed consent of the latter.

5. The medical decision to terminate a test being conducted on an SSD

man-carrying device will rest with a physician or physicians provided by the

MSB. The test participant, principal investigator or computer operator may,

of course, halt the experiment at an earlier moment, but may not, under any

circumstances, defer the medical decision to terminate.

6. Finally, MSB recognizes the need for human research to ad_nce the

space sciences, and stresses that its intention is to facilitate and encourage

the safe and productive use of human volunteers carried out in conformance

with the highest moral, legal, and medical standards.

HJA

JFP

PGR

CAR

BP:dc

Copies to:

See attached distribution list

Ralph Pelligra, M.D.

Chief, Medical Services Branch

•, f:C%
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.;ugust 30, 1966; 31 F.R. 11415

PARY 130--NE_I DRUGS--page 22.5
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rj 130.37 C_*n_e,,t for Ii.e of inve._llr:.a-
llortit| ilew ill'libel Orl iiullinrt._i tiale-

ntesii of lm]|ey.

(a) Sectlon 505¢1) of the act vrovldes

that re::ulationn on use of Investlr;atlonz|

new drugs on human beings shall Impo._,e
tlm condition that Investl=c.tors "obtain

the con.scat of stlch human beings or

%hole reprc._entatlve.-,,except where they
deem it not fca,slbleor. in thole profcs-

#_|olinIinclement, contrary to the best

Int_rc:;Lof mmh hutmm bcing._."
(b) Th{s mcans that the con_en% of

such hlllnall bclng, (or the con,_ent of

th,.lr rcprc,_cntatlvcs) to whom invcsti-
gatlonal drugs are ndnllnlst_rcd prl-
marily for the ,'tccumulr.tlonof _-cicntiflc

Iolowledgo. for such purposes as studying
drng bchav:or, body processes, or the

cour:_e of a dlsc,_sc,must be obtained in
rJi cases and. in all but cxceptlonal

cn._,cs,the con:_cnt of pat!ent_ under

treatment with Investlgatlonal drugs

must be obtained.

(c) "Under tre,_tmcnt" applies when
• tim admlni:;Lratlon of the lnvc_tl:,at_.on :fi

dcu,,;for elthcr diagno_tlc or therapeutic

purl>o_e_ constltutcs rcsDonslble mcdical

Jud,_,,mcnt.taking into account the avail-
ability of other rcmcdics or drugs and

the indlvldual circumstances pertaining

to the person to whom the lnvc.stiga-
tional drug is to be administered.

(d) -Exccptional ca_es." as ured In

paragraph (b) of this section, which ex-

if) "lqot fer..:blc" ks limited to eeme:i
where the invc,itli;ator Is not c:d_ablc of
obtahiing consent because of inability to

communlc_.te with the patieHt or hl_

rcprcsentatlve: for example, x_'hcre the
p,-ttlentis in a eom,'t or ks other;vise in-

capable of g|vln_ Informcd consent, hls

reprcscntatlve cannot bc reached, and i_

Is Imperatlvc to admlni_ter the drug

without delay.

(_,) "ContrmT to the best Intcre:,tsof
._uch hunian beil_g.s" al,illles --.',,,,_,,.... the
communication of information to obtahi
conscnt would seriously affcct the pa-

ticnt's dlseasc status and the physician

h_s exercL_cd a profcs:.lonai Jndff.nlent
that under the particular circum:,tanCc_

of this plttlcnt'sca';e,the imtlcnt's best

interests would suffer If consent were

_on_ht.

(h) "Coilsent" or "informed consent"

means that tile person involved htts lev.a| .

capacity to give consent, is so s ituatcd as
tO b_ i_.l)lC _ CXCYCI;_U 11 UU i _,_*_l vi

choice. P.nd is provided wltll a fair ex-

planation of aLl nmterlal information
conecrnhlg the administration of the
Invc_tlgatlonrJ drug. or Illspossible, use

as a control, as to enable him to n_i_l,.e

an understanding decl,;ion as to his will-

Ingncss to receive snld investigatlonal

drug. This latter element rcqulrcs that
l_cfore the accc})tance of an affirmative

deci_lon by such person the invcsti::ator

should make known to l;hn the nature.

duration, and purpose of the admlnlstra-

tlon of said lnvest|gational drug; the
method and means by which it Is to be

ceptlon,_ are to be strlctly appllcd, _xo ndminlstercd: all Inconvenlcnecs and

• c,_cs where it Is not feasible to obtain
the pntlent"J consent or the corment oI hazards reasonably to be expected, in=eluding the fact, where applicable, that
hi._ representative, or where, as n matter the pcrson may be used as a control; the
of professional Judgment exercised in tl_e existence of alternative fonns of ther-

best intcrc_t of a partloular pg,tlent un- spy, if any; and the cffcot_ upon his

dcr the Investigator's care. it would ba health or person that may poz_Ibly come

contrary to th_,tp_tMent's welfare to oh* from the administration of the Investi-

taln his con.sent, gatlonM drug. Sald patient's consent

(c) "Patient" mean_ i l_r_on .under shall be obtained In writing by the in-

treatment. " vest:'ge_toro

• .-." .
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Moffott Field, California

• + .. ' '+ -'-- " November 28, 1966
A, %, , .. . . . .+
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• - .'+ . . , -', ,. - ",. • ....

• + _ . .. • ., +[ '.

Memorandum for Assistant Director • for Life Sciences, 200-7"
"- " . i '; _" :

Subject: . Discussions at NASA IIeadquarters in connection
+ with agency-wide instructions governing human

research "

, #t+ .

:. ": -

.. ,..

• ++"

Concerning the above, three days of meetings were hold
O at IIeadquarters with representatives of the NASA General

Counsel (Mossrs Gross and Stoluskv): a rel)rescntative of the .......
NASA Office o£ Manned Space Flight (Mr. IIcrbcrt S. Brownstcin) •
and the Assistant Director of the Occupational Medical Divi-"

• sion (a Dr. Estcs). As a result of the mootinzs the proposed. '
• _.

IIeadquartcrs Instruction of 20 October entitled "IIuman Re- ...
search Policy and Procedures" has been replaced with the "
attached draft instrUction entitled "Use of Persons in Aoro- "

space Research". The attached draft instruction embodies •
the policies and approaches o£ Amos management. Specifically.; ;
in this regard: ' - ,+.....•

• ,+ ., .: :+', :"o
.+

I. the Instruction extends to research performed by _'_:

contractors and _rantees of NASA as well as research per- .. ::

formed "in-house". by Government officers and employees; /i . "'"
..... • "° "

O 2. no minimum age for subjects is specified in the +__:_
Instruction. The ARC approach, as proposed by the Life . +..,......

Sciences Division, is embodied, in Paragraph 4A(a)of the """" + '

draft| ' ++ +""_._:

3. authority f.or making "Determinations" within the C,".:I_i+

., _" c.. meaning of Paragraph 4 of the Instruction may be delegated ..: ..

by an Installation Director; • -+.:..i....+

4. the instruction contains minimum azency-wide re-

. quiremonts. Respectivo NASA Installations will issue , :..:
implementing directives wl{ich establish specific procedure@ .-. +

.... koyod to the functional tasks o£ the Installation involved.,•
Mr, ,Rathort' s proposed memorandum, .therefore, should be :'
cast as an ARC directive which implements the Iloadquarters ' " "

tion .... . - • +:'+, " " " ' -:+ .. onstruc ,. ...,.. .+.... ,-+:,.. ,...,-.,,. :: . :+ ,
.. . ,. . . : .+. , _.. +, , .... .-

• - "'+" /": "" '+'+' "'+ "',; Y '' " -".':'':'_ '_" ".i .,. , " " '
• ." " i : : • -: : "..'. +'. " + '+::

' •' +.'. .. ' .... .

.... , . ,............./.,.,'•.... ._ . .. . -. • _. ..,,,... ...: +," :_;. .. ,. ,.. . • ,.+

o, .- • . ' • . • . - • . • .

t
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i
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_AI.IAGEME_._ XNSTRUCTZOX_

e

USE OF P_RSO_S IN AEROSPACE RESEARCh

.-- . .

I, PURPOSE AND APPLICATION

''.: , .

Thlu Instruction enunclates pollcles and proccduroD

relating to human reoearch wlt1%, or involving, persons as ....

subjects. Applicable to NASA lleadquarter_ and al.l £_eld "

installations, this Instruction encompasses any human research

conducted for, or on behalf of, EASA by officers and e_ployoos ..

Of the United States, or by contractors, or by grantees, ':

2. DI_FI_ITION AND SCOPE '" _'

For the purpo.so oS thi. Instruction "human research" mc=ns•C I

"any research, development, test, experiment, or evaluation ;"'I!Lr'_'

procedure on man which may oxpo_m him to diotress_ pain, '--

' impairment to health, physical injury' or death." Nelthe=

this definition nor the _copo o_ this Instruction extends to

the use or employment oS a trained person when knowingly £ol-

lowing 4ei-x _pecialized calling or occupation which is (/onerally ..

rccognized as hazardous including, .by =ay of description and :

not limitation, the callings of test pilots and astronauts* "

Nothing contalnod heroin, however, shall be construed as ' ' " _.

authorizing th_ use or emplo_ent of any person _,_r any ... . :, "

.'[ i,

purl:oso if there exists a l i_kelihood that such use or employ-:i.

mont will result in serious or _rmanont In_u_ or death, :....

' _ ", . - ,_" , .-, ., ":',,' ' .:

• • - • . .T ;"_, .. .

. , . - . .• .. °
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3. AUTHORITY

.4uJ6_,

(42 U.S.C, 2451 et. Seqo)

,,. ,,

+'i.

• 't • .

National Aoro1_autics and Space Act of 1958., as amended

.7 "
,- •

._ \4" DETE_Z;_TIONS ° :

:_'-_,_ A. Prior to conduoting human research a NASAofficial
l

_ . identified in subparagraph B hereof shall certlf inwriting.

a. that with respect to ago, sex, and other matters

O the particular individual(s) to bQ used as subject(s) for .

research are approprlato for the type of research contemplatad;

b. _at all appropriate preliminary tests, including

tests using laboratory anLmals, dummies, or other htuman simu-'

lators, have be_ conducted and evaluated; _ _

c. _at there £s no basis for assuming the likQli- '_/:_i.

O

', , t

!i'/

l•

F B. NASA o_fi¢ials who are authorized to make

,?_:gication idegt_flad i_ .ub_axagraph A |I._oof are;

B

t
hood of serious, or poe,anent, injury to _e human subject(S) ..... i

involved nor shall any sub_oct be expos.d unnecos.arily _o

physical pain or mental suff0_ing; -.

d. that th_ inherent'risks, if any, oE the research .,, .,.

.'_i."
proposed are warranted by the.scientlfic or technological _, .-. "

objectives to b_ gained; " ' • " _

• e. that the voluntary InSormed con_ent oE each ..... . . -.

subject has been obtained in writing consonant with the "'_ .

requirements contained in ParagraPh 7 hereof.

• , ,.. . ...

, +. +

the certi-' •.

+._,_
i

• '+ ''
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_, for _ASA I{o_dqu_rtors

b° for NJ_A field Inatallatlonm, the Director thoEoof

e . , . •or his dcui_n o, ..

....5. _G_...QUIR_Z.._:_TS_OR _U_JF.CTS_ .

_o A subject of human rc_.e._rch wit/_In the menni_g of this

in3tEuction shall be examined by -_ licensed physicinn who, •
.' _.' .

with _owl_dgo o£ the nature of the conte_pl-_tod research, "
. .. •

O ccrti_i_ thnt such per--on is mcdicnlly quali_.i_d to _erve _s . .

O: dea_, that may be suffered by the subject as a result of

O research. Any instrument of waiver, if otherwise executed

by a subject, shall bQ deemed and considered by the. National

•'-'-'- _ubJcct _croofo At the cnn_-luelon of the tout procedures,

th_ _ubJoct shall ba r_-_xaminod by _ licensed physician. ..;.; : .

D. No subject sh_ll be _,Nod _o waive, nor _hall _nythlng -'_

heroin b_ construed _s ..__niv_r by _ subject of _ny _i_hts -,iiii,'_" i_

which may arise in connection with any str_B, damage _o " :..;;_._ ..

haal_h, physical injury, p_r_on_llty .or emotional disorder, ....

.... ,' .

_eronnutic_ and Space _d_ini_t_ation _s void ab Initio. - " "!i:;'i"

C. No person m_y serve a_ a sub, oct of human research .. ,....:..,

•_ntil h_ hns been fully _ppri_ed of the n_ture, purpose, and ; _"

ri_hs of _uch ro_earch and has freely _anife_tod hi_ con_ent - .

in nccordanco with Pn_gr_ph_;7 of this _n_tructlon, and in .,,.

no event _ay any; pe_on serve as a...sub_oc_ of human ro_ear_h... ,:..

- , " ,. . ." ,., . • ....

'" . _ _ '..."_ i. i,. ,i.., '..i;..". .... _,.:... , , , .

•- . • . -.
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unless such person has legal capacity to give his voluntary

informed consent.

D. Ilo par_on may serve as a subject of human research
- q .-

• .0

unless hQ has first boQn provldod personally wi_h a copy of • "-

thi:; Inst_n_ction and cortlfios in writing that he has road, , .

and that he understands, this Instruction.

E. Service as a subject, if otherwise conslntont with

the foregoing provlaionG of this Paragraph, shall be con-

O
sidercd a duty of the individual 'subJect involved _'.obe

O

f

,:o

:.".-L:•£•_

• -- •

performed under the diroctlon of the invcstlgator conducting ....

the human research unless, and until, such sub_ect.withdrawm ..; .

his consent in accordance with subparagraph _C ho_'oof, or

until the research is othQrwlsQ terminated.

6. CONDUCT OF PROCEDURES

Ii_man resQarch within _ho moaning of this Instruction may

be conducted -

., ° -

. . / /, .°.

• . .:..

• . ._

, ° , ,

A. 0ely by a responsible trained invQstigator who fully

understands tho nature, risks, and hazards of _%e research as

well as the specific scientific objectives to be achieved.

B. Only "if a licensed physician is immediately available

, [,'.l

, . - .

1

_... . •'.,

at t/_o situs of the research throughout the conduct thereof.

C. Only if the .subject bhall have _rQedom of action, at ,

any.polar in the course o_'_Qsoarch, to revoke his consent,

withdraw from thQ research, and t_rminato his partiuipatlon ".'
" • "::.... ,-. i" ". ,,:" ' "

"' "'::". .. .-.,-'-i . ':"ii.". '
"" ."; i',i" ' , • "': . _'Z. ".':-" " '.....

..;:, . , • . , ,. . •
i

p

. , .,..,° ,o.

• . .; • .. .'°': .
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therein either temporarily or por_anontlyl Provided, however,

that _or partu of thQ research which canno_ be stopped or con-

trolled by the Investig_to_ or sub_eot, such research may

proceed but only in strict con.chance with the requirements

F Ifo'--

.r ,

"l

sot _orth in Paragraph _ horeoEo The decision of the sub,oct, :

involved, o_ of the research _nvostigator, or oS thQ physician '...',
,,. • , .+

at _itu0 tO t_rmlnatQ, di.continuo. "and stop a.hu:_an research ,.,

procedure, or portion thereoff,, which is su.coptible to control ........,.,.

0 ,,haU.be oboyoa a.a'..ohdocL.ionoh"iZbei,,:'::..:.'
• .-. . . .

binding and concluslve. " . . "-"
., .' '. •2 .¢

_D COW,SENT +";" "" ': :+"' "7 VOLUNTARY INFOPd, ,. •.'. ,

(I_ot_ to ItQ rQvi5o_ It0 substantive commontq except. _,!,"[_,;ii"
.+- . • , . . . .._ .•, i.. i.

,,: that an adaptation o_ the language in thQ Nuremberg " '".; '_•
.,,,,_.,,..:;.;".,, •

. "+1_+.•. ; .

Code might, be preferable. This ks an editorial m_tter.) _:',:, ..".

I_T_RP_I::TAT_01| -- "" 'o , ,

. • . .

- . . " /,

Qu_stion_ concerning the IntGrprotation of this Instruction

O or scopo.og application thereof, shall be refo_d to counsel :v':_/.,

a_ NASA Hoadquart0Es o_at fleld_ installations as appropriat@,):" i" ..":
• . . .:-.

, . . . _ - ; • . . .'.: . . .. ¢ .: ,. ,:.... • ....,• . ". :,,', _.': +• ,..,,.._ ,,..... . - _ . -.;.!:,;i

'.,,,_ • • :, -, ,, . " , : ', . ,., i . - '" ,,h °, ;" ""

• • .. .. .,, _" :; ...... :.
+ :': (See Specimen Conseng" Fo_m - Attachment A).. ' ',,;:,;.:':',",""

. .. . _• ..+, . . +.. .;. _ . , .. - ,, , < . " . + , +_, , , •

• ;.+ '.' ? , .. . .,_: . :,.,_': ,.. . . ,: .._ • -.. . , _.'". .. <..'.+... , .

.... .. .: .,. . ...... ,,.. ,+, , " " ,,._+ ..... ;!' • _ , ,_" - " , ," , . , . ",,,_ .', - .. .
", . • _ r ." , , "2 ' ". ' ." " + " " " " ' ' ' " i+ ' " "" " + " " ' ' " " ' ; ' '%" "' _ " ' : "

, , _ +, • v, - ' " ' +.. "+ _ ' ,,': , • ' . ,+, ',, , •
.. .... ". ,.' . ..,. _+:.- .';."+i! j ,,,.. ,,._ . ..; :: ..:: ,, .. , . . ....., :: ,:

.... -,'.

,,; '_ " ", ..

• ," . .,. . • _, :..:.,.. ,';'" ....,, /', ." '+,.., ,. :, .,..,;+ . s.+;:.:.':...+...:,.'.,._...'..;.+,.,_..........+.........,.-,, . .. ,,...,,:".",., ....,,.+. .
,... .,

:""..,+, ' ' ' ..... :' i" ,,_.. i ', _. ..._.
:' "' " ::- ,i' ", . :" ."': "":""'+,.,:.. , • L;.'_ ' .. • ,.':.'..+,.",;?;,+ .,.., .. + .. .'!:':

.:.:" ' , I : ": "" ' :' " '" ."" - " " : "

.... •. +' ' ""'+;_ '_' t' ,_ :',::" "': _' .... : • .

• .... ... .+

,',.,: : . ,' "/.. ... . :'r"":' "' _{ ;'.'-"'' .': "._. .":" ,+..," • ,., -
.., , , _ :', • .,, . + ;., ' ,- .- ," .
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PART II

To be completed by subject

_NSTRUCTIONS TO SUBJECT: READ PART I CAREFULLY.

- _ .J

• - . ,', "," ."

_g

.. , .°. _,

, "'.' .

IF

•"- .. _{.',._PJ_IS AI_YTITII:G I_: PART I '"

..... :' YOU DO IIOT UNDE_STALD, ASK '.- :.""
"' O_E OP TIIE TRAINED ll;VESTI- -
.."--',: GATORS 1,9.[O_,gILL nll COI;DUCTi'NG .'":,.",

"" '" " " TZ_E RESEARCli FOR AI_ F.XPLA_IATION,

• • . ..$ • . ...... *.,, :,.? .

• , ' , ,, DO I_OT S_GN TII_S FORM UNTIL

. . ... .. -'" .... .,., PART I HAS BN}'_N COHPLETED A_:D .., ..
"" " S IGIIED AND UI.TIL YOU IIAVE Rr,AD

'"""' AI2D UHDERSTOOD TIIE HASA REGULA ....',."i_

• '" "" TION (NMI ) WIIICII IS -"

APPENDED TO TIlIS FOR/4o .,.

I hereby agree, _as a matter of my fr_o choleQ, .tO . '

participate, a_ a subject, in the human research " ' '" ,

_" . . ::"..

explained, to me as de_orlbed in Part_ of thim :,

. . . . ._'..

.,.., ..

" .. . .... "•

I am aware o_, and under_tand, t/_e potontlal hazards, : .

discomfort, inconvenience, and po_slble harmful ..i'...!i.,.:

results which _ may _pcrlence from such parti_ipa-. ,i:.-

tion and t/_os_ which ar_ _oreseeabl_ have been ," :

• ., . . • F .

explained in 'deta'il to me by a trained invostigato_ ..:i; .':,

who will conduct _he research, and, moreover, X am , '" '-

aware of the possibility that unfo=e_een hazards, ' .... .'...:.
• :..'_'_..._. _.'

discomfort, inconvenience',; and harm to my parson _

.may ensue from my participation in the research, _,.,. ..
.,!

_." i .acknowledg_ _ha_ my consent has,.buen freely given, . :, i

• ,:that" _ tony w'i_aW.thi- ',_onson_ '..at _ s01o.,eleot!on_.:.,,:,, ;:.'-..,jl

• . ,.

£

L
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and that at any point in time i may stop the research

from procoedlnq further except with respect to per- •......

fichu or aspects oE the research beyond human control, '.

and th_se have been explained to me fully. ..-

d. I understand that the foregoing declaration by me '

-shall in no way be construed as releasing I_A_A as.. ....-"
r .

_olI as any contractor or grantee t/_ereoE from" ...," .
• °, .

l

liability arising _rom, or in connection with, tha - -......
• . , .:

human research hero involved. " " " -'"', -. :..

e._."I certify that.I'ihave read, and that I understand,
NMI ' • "..... ' "

, • . _ "_": "_i" "" " " " ' " ""' :

'.. .", :. " , - "'-.'._•

_ : :.•:,,,• • _• _.- . , •

' . , "_ Date " "'

• .. ,_: . .
i"

' '" PAR_ IXI . ..,.. .,--.... .....:.'":,, !..
- - ':,. ,•...- i •

C__ertiflcation of Authorizinq Official " ": ",':'"-....."

Consonant with the requirements contained in NASA NMI '" ,7:'.

__ , hereby cor_._z¥ . ...

with respect to participation by ,

the human _esoarch described heroin that

• . .. . , _. '- ..

•.., (a)...': L .',' •
. . .._.' - ,.i _ ,_., ..., .;j.

-. .

{b)

• 0 .. _ .

m_

-- --- " -:: ....... .'-'7";..
i %

: -,_ . ,,...: r'

o, ,• . . - .
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SCHEDULE

ARTICLE I

Statement of Work

The Contractor shall furnish all necessary services to provide

test participants in accordance with the attached Statement of

Work for Experiment Test Participants, RFP A-13236Aj dated August

i4, 1967.

o

O

ARTICLE II

Period of Performance

The contract period of performance shall be from date of execution

by the Government until one year thereafter.

ARTICLE llI

Consideration and Payment

Re

Be

Notwithstanding any ocher provisions of chls contract, not more

than TWO THOUSAND FIVE HUNDRED DOLLARS ($2,500.00) shall be ex-

pended without prior written authorization by the Contracting Officer.

The billing rates for test participants shall be as follows:

De_ree of Risk (To be determined by the Technical

^. Monitor and specified in Attachment

A, "Human Research Consent Form")

*

High
%

Medium

Rate Per Hour

_6.75 ..

5.41

C,

Low 4.06

The Contractor agrees to provide additional tesC: participant time

during the period of performance, if so requested by the Contracting

Officer and if additional funds become available and allotted

to this contract. HoWever, in no event will the total contract

amount exceed FIFTEEN'_THOUSAND DOLLARS ($15,000.00).

D. _ Contractor's invoices shall be submitted in quadruplicate (an

; original and three copies) and shall be made out to the office

designated to make payment, marked: "Attention, Fiscal Officer"

• 4n4 delivered to the Contracting Officer.

-I- Negotiated Contract _S2-4397
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ARTICLE IV

A.

B.

Acceptance and Consent of Test Participants

Prior to conducting any testing, the Director of Ames Research

Center or his designee shall certify to the acceptability and

consent of test participants. Such certification shall be made

in writing and include the following:

I. That with respect to age, sex, and other matters, the

particular individual(s) to be used as subject(s) are appropriate

for the type of research contemplated;

2. That all appropriate tests, including tests using labo-

ratory animals, dummies, or other human simulators, have been
conducted and evaluated;

3. That there is no basis for assuming the likelihood of

serious or permanent injury to the human subject(s) involved,

nor shall any subject be exposed unnecessarily to physical pain

or mental suffering;

4. That the inherent risks, _f any, of the proposed research

are warranted by the scientific or technological objectives to

be gained; end

5. That the informed consent of each test participant has

been obtained.

For the informed consent of test participants to be obtained,

as stated above, the following procedure shall be followed:

The Technical Monitor shall provide in detail the infor-

mation called for by, and in the form of, Part I of "Human Research

Consent Form," attached to this contract and made a part

hereof, and referred to as '_ttachment A." The Technical
Monitor shall execute Part I of such form, and assure that such

"Human Research Consent Form" is furnished to the teat parti-

cipant involved.

2. The test participant shall be asked to read both Part I
and Part ii of such "Human Research Consent Form." Part II

thereof shall be in the form set forth in Attachment A. The

Technical Monitor or a trained investigator designated by him,

shall be available to answer any questions of the test participant.

3. Thereafter, if the test participant consents, he should

so signify by executing Part II of the "Human Research Consent

Form," which thereaftcr shall be transmitted to the Technical

Monltor.

• _2 m Negot¢_te_ Oontract NAS2-4397
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Ic is understood and agreed that the test participant's

consent shall be entirely voluntary on his part.

ARTICLE V

i. " "" .

Release of Information by Contractor

Information obtained from or developed under this contract shall

not be released until approved by the Office of the Director, Ames

Research Center. Proposed publicity releases (for public relations,

advertising, or marketing) shall be coordinated with the Public

Affairs Officer, Ames Research Center. ] ,

ARTICLE VI

EmploYees of and Responsibilities of the Contractor

The Contractor shall comply with all applicable Ames Research Center

Regulations and procedures, including but not limited to the

established working hours and closing for legal holidays.

_e Contractor shall designate a representative authorized to

receive and execute, on behalf of the Contractor, such notices

and directions as the Contracting Officer may issue under the terms

of this contract.

ARTICLE VII

Technical Monitor

The Technical Monitor will be designated by the Contracting Officer.

Such designation may be changed or revoked at any time upon written

notice to the Contractor from the Contracting Officer. The Technical

Monitor will represent the Contracting Officer in the technical

phases of the work. Any direction of the Technical Monitor to be

valid: (I) Must be issued in writing consistent with the general

scope of the work set forth in this contract; (2.) may not constitute

new assignment of work or change in the expressed terms, conditions

or specifications incorporated into this contract; (3) shall not

constitute a basis for any increase in the estimated contract cos_

or extension to the contract delivery schedule.

ARTICLE Vlll

Alterations In Contract
c'"

The following alterat_;_ns have been_made in the provisions of this

contract:

Form ARC 361 (May 67), Alterations to General Provisions and Form

ARC 432 (5/1/67), Change to General Provisions are attached hereto

and made par_ Of this contract,

-3- NeSotlated Contract NAS2-4397
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Form ARC 538 (Nov. 66), entitled "Changes" is added and Clause N0. 3,

entitled "Changes (June 1966)" in NASA Form 1334 (Nov. 1966) is deleted.

!
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The rights and obligations of the parties to this contract shall be subject to and

governed by the Schedule and the General Provisions. To the extent of any incon-

sistency between the Schedule or the General Provisions, and any specifications or
other provisions which are made a part of this contract by reference or otherwise,

the Schedule and the General Provisions shall control. To the extent of any incon-

sistency between the Schedule and the General Provisions, the Schedule shall con-
trol.

The Contractor represents that aggregate number of employees of the Contractor and

its affiliates is: r--_ 500 or more,[--"] less than 500.

IN WITNESS WHEREOF, the parties hereto have executed this Agreement as of the day

and year first above written.

THE UNITED STATES OF AMERICA

By

(Signature)

(Contracting Officer)

CONTRACTOR

Massey Temporary Service_ Inc.

(Name of Company or Individual)

By

(Signature)

(Typed Name )

(Title)

480 Lytton Avenue

Palo Altoa California 94301
(Address)

I
NASA Form 437-i (4159) Negotiated Contract NAS2-4397
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NATIONAL AERONAUTICS AND SPACE ADMINISTRATION

AMES RESEARCH CENTER

MOFFETT FIELD, CALIFORNIA 94035

STATED_NT OF WORK

FOR

EXPERLMENT TEST PARTICIPANTS

._ ......... {'.J*l J,-

¸¸

Statement of Work No. A-13236A August 14, 1967

SCOPE

The Contractor shall provide test participants for a series of experiments

utilizing various man-carrying devices such as centrifuges, environmental

chambers, rotating devices, treadmills, vibrational devices, airplane

simulators, etc. The total number of participant hours will not be less

than 500 or more than 3000 under this contract. Individual tests may

last days, weeks, or months depending on the quality and quantity of data

desired and obtained. Approximately four hours participation per day,

two to five days per week, during the test period will be required from

each participant. "In no event shall a test participant engage in

testing under this contract for a period in excess of forty (40) hours ,.

par week without the prior written approval of the Contracting Officer,

who may not delegate such authority." During the contract period, the

Contractor will be expected to maintain a list of at least ten people

who will be available upon two weeks notice for a given test. Regular

attendance at all scheduled test sessions is required of a test participant.

A. Place of Performance - All tests will be performed either at the Ames

Research Center, Moffett Field, California; at any test facility

operated by the Government; or at an accredited medical facility,

depending on'the requirements of the specific experiment.

BQ

Cl

Medical Supervision - During test preparation and test operations,

the participants will be under the direct medical supervision of a

licensed physician acting as the Government Medical Monitor. The

test participant will be provided with means to terminate any test

for reasons of physical discomfort.

Subject Payment - Test participants shall be paid not less than the

following, according to the degree of risk, as determined in advance

by the Medical Monitor:

Low hazard tests - $3.00 per hour

Medium hazard tests - $4.00 per hour

High hazard tests $5.00 per hour

i. Minlmum Test Period - A minimum test period of three hours shall

be accredited to each test participant for 'each test session

attended. Fractional parts of a test period_ in excess of the

_inlmump shall he in increments of 15 mlnuCes,
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2. Payroll Preparation - The Contractor shall prepare all payroll

forms, and the test participants shall be paid by the Contractor

within 30 days of any test session. !

Physical Examinations - Test participants shall pass a physical

examination as specified by Government Medical Monitor prior to taking

part in any testing. Upon completion of any testing, each participant

shall submit to a second physical examination as specified by the Govern-

men, Medical Monitor. These examinations will be performed at the

Dispensary, Ames Research Center, Moffett Field, California. Any spe-

cial medical examinations which cannot be performed at the Ames Dispen-

sary will be performed at an accredited medical facility on written

direction from the Technical Monitor and charged to the Contractor

if funds are obligated for such purpose. Time spent for the purpose

of taking physical examinations prior to the commencement of testing

will not be reimbursable under this contract.

E. Travel - In the event that test participant travel (in excess of 50

miles from the Ames Research Center) is required in the performance

of this contract, the Government, at its option, may provide trans-

portation to the test locations. However, upon at least 48 hours

notice by tile _on_a_.. o_-- officer, the Contractor shall provide

transportation and travel expenses for _he test participants "'_S_ujeCt
tO reimbursement as follows:

I. Travel Costs - Contractor-provided transportation shall be

reimbursed at the following rates:

Actual Cost - Air, rail, or bus fare

$0.08 per mile - Contractor private Auto.

F.

2. Per Diem - Test participant travel expenses shall be reimbursed

at the rate of $16.00 per day per employee • for overnight travel,

and at the rate of $4.00 per day for travel over i0 hours, but

less .than 24 hours.

Insurance - The Contractor shall procure and maintain workman's

compensation that will cover each employee working under this con-

tract, employer's liability, general liability, and auto liability

insurance with a minimum limit of FIFTY THOUSAND DOLLARS ($50,000.00)

per accident per individual. The Contractor shall be responsible

for his insurad_e carrier(s) submitting a certificate of insurance

to the Contracting Officer including a statement that the Cent@acting

Officer will be notified in writing thirty (30) days prior to any

cancellation or material change in the policies affecting the interests

of the Government during the term of this contract.

TEST PARTICIPANT QI_LIFICATi0NS

A. Age - 21 to 40 years

B. Citizenship - United States

C, Availability - Available for intermittent duty over contract

....... period

_hysical Examinat$on - Capable _f passing a physical examination
as spe=Ifled by the Medical Monitor.

-2-
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E.
Consent - The test participant will be required to execute

a "Human Research Consent Form" as set forth in

Attachment A, consonant with the procedures out-

lined in Article IV, of the contract.

Whereas the execution of such consent shall be

entirely voluntary on the part of the test partici-

pant, nevertheless he cannot meet the qualifica-

tions for taking part in testing unless he does give

such informed consent.

The form for consent and content of Attachment A which is incor-

porated as part of this Statement of Work is as follows:

ATTACHMENT A '

HUMAN RESEARCH CONSENT FORM

O

2

O

PART I (to be completed by the Technical Monitor)

In accordance with NASA-Ames policy, the human research for

which (Name of Sub_ect) .. is to serve as a subject has

been explained to him. The following information was included

in this explanation:

(at Nature of the research:

(b) Duration:

(c) Purpose:

(d) Manner in which the research will be conducted:

(e) Foreseeable inconveniences, discomforts, or risks.

(f) Degree of Risk (specify whether "High","Medium"

or "Low").

Signature

, i •

Date Name and Title
2

Part II (to be c0mpleted by test participant)

Instructions: Read Part I carefully. If there is anything in

Part I which _ou do not understand, ask the Technical Monitor or

a trained investigator designated by him for an explanation.

NOTE! Do not sign _his Par_ ii until part I above has been com-

pleted _nd signed by _he Technical Monitor.

_a) I hereby agree to p_icipate, as a subject,
in the human research described in Part I of

Khis form,



(c)

I O.lll ,.-.%w:'ire of the l)ossiblil_ h,_/l'lil_Ul tJ(ill.<-:tjiitll, licl_l _

that may result from sucll participation, and tha_

such participation may.orherwlsc cause me incon-
Venience and discomfort,

I acknowledge that my consent has been freely

given and chat X may withdraw my conse.e aC

any time.

The foregoing shall not be construed as a release of NASA

from any future liability arising from or in connection with

the tests in which I am to participate as a subject.

.J

_J

•"!'

J

01
-4

%,

.'_)

-2_

Date Signature of Test Par_icipant

.L;

-4-
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Moffett Field, California

April 20, 1967

MEMORANDUM for Mr. Loren G. Bright

Executive Assistant to the Director s 200-2

From: J. Henry Glazer

Chief Counsel, 200-11

Subject: Draft proposal by Mr. George Rathert entitled:

"General Administrative Procedure for the Ames

Research Center Manned System Simulation Fa-
cilities"

The above proposal by Mr. Rathert must be considered

within the context of a previous proposal for NASA-wide

application which was cast, by ARC, in the form of an "NMI"

and submitted for consideration and approval to NASA Head-

quarters. The proposed NMI 5enerated at ARC, and approved

by all elements of Ames includin_ General Management, is

entitled "Use of Persons in Aerospace Research" (herein-

after called the "agency-wide proposal"). To the extent,

therefore that the "agency-wide proposal" represents the

position of Ames General Management and is now undergoing

consideration for approval at Headquarters level I it must

be discerned whether the above draft by Mr. Rathert is

consistent with the a_ency-wide proposal formulated_ and

espoused_ by ARC.

Mr. Rathert's proposal is not consistent with the

"agency-wide proposal" for the following reasons-

i. The agency-wide proposal contains a definition

and scope of application for human research.

The categorizations in the Rathert proposal

based upon "degrees of risk" (viz: categories

I, II, and II) are not valid tests for deter-

mining whether a given activity involving

"human research" falls within the scope of the

definition set forth in the agency-wide pro-

posal.

2. The Rathert proposal should be cast as an im-

plementation _ of the "agency-wlde proposal" and
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should be responsive to the information therein.

Apart from leading the reader immediately to the

agency-wide proposal, this approach would avoid

redundancy and inconsistency. For example, para-

graph 6 of the agency-wide proposal indicates

that a "responsible trained investigator" and a

"licensed physician" must be at the situs of the

research. The Rathert proposal indicates in

paragraph ib(3) that "there must be at least two

physicians involved". In a similar vein-

ae the documentation requirements in paragraph

4 of the Rathert proposal are inconaistent

with paragraph 6 and attachment A to the

agency-wide proposal

be the functions of the ""-=-'--_z-z=u_u=_Review "^--;"uv=L_

as set forth in the Rathert proposal (para-

graph 3) are not responsive to the "Deter-

minations" required under paragraph 4 of the

agency-wide proposal

c. the selection of human subjects under para-

graph 4 of the Rathert proposal appears to

proceed independently of meeting the basic

requirements for use and selection of sub-

jects as set forth in paragraph 5 of the

agency-wide proposal.

In addition to the above, the following comments and

criticisms are offered:

e Paragraph 3 of the Rathert proposal discloses

that a "medical" review board will, among other

things, approval or reject proposals to proceed

with a given line of research. Why a "medical"

review board? This departs from the "jury of

peers" idea espoused in some of the literature

concerning approval, "to go ahead", with a line

of human research. The "Board" should be com-

posed of laymen as well as scientists; this is

not to say, however, that laymen should be in

the majority. I believe that it would be a

healthy system of "checks and balances" if one,

or a couple of, laymen served on the board.

And if a given line of "human experimentation"

is stmply a¢ war with Cheir "good commo_ sense",
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the laymen involved should vote against it not-

withstanding "scientifically conclusive" arguments

that the experiment ought to proceed. The Board

should not be a "blue ribbon panel" of scientists.

. Paragraph 3 e indicates that ARC accept, in

categorical situations, the recommendations of

review boards of other agencies in lieu of the

ARC review board. This is unsound. The attempt

to mortgage responsibility here will in no way

exonerate Ames from legal liability in the event
of misadventure.

u Paragraph 4 contains documentation requirements

and specifies to be included in consent forms.

To the extent that documentation requirements

and actual specimen consent forms are contained

in the agency-wide proposal, the necessity for

much of this paragraph is drawn into question.

6. A cardinal criticism of the Rathert proposal is

bound up in the requirement, set forth in Para-

graph ib, for ARC investigators, consonant with

the "intent" of the ARC Director, "to ensure

that all research conform to the principles and

practices expressed in the attached documents

A, B, and C". These are Air Force, not NASA,

documents. This negates the whole exercise of

even formulating, as ARC has done, a proposed

agency-wide NMI instruction. NASA must formulate

its own principles and practices. Apart from

this, Document A contains a formal Air Force

abstract entitled "Human Experimentation" and

there is annexed to the abstract a bibliography

containing a list of NINETY-NINE books, periodi-

cals, and other technical references which advert

to human research. It appears to me that if an

ARC investigator is obliged to "conform to the

principles and practices expressed" in these

documents, that unfortunate person would, as a

minimum, have to read them. Once again, the

instructions for ARC which govern human research

should emanate from two completely self-contained

documents (a) an agency-wide regulation and _)

the ARC instruction in implementation thereof.

The reader should not have to rely upon various

documents, external to NASA, for purposes of

discerning agency and ARC practice in _onnecCion

with human research,

HJGlazer :caw 4121.t67
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DRAFT

GENERAL ADMINISTRATIVE-PROCEDURE

for the

AMES RESEARCH CENTER

MANNED SYSTEM SIMULATION FACILITIES

O

O

l.

T

PU-MPOSE AND BACKGROUND

a. This document describes the General Administrative Procedure

for test programs to be conducted in the facilities of the

Ames Research Center operated by the Simulation Sciences Division,

bq

It establishes an Ames Medical Review Board and defines certain

..responsibilities of the organizational units and persons involved.

By formalizing this procedure, it is the intent of the Director

of the Ames Research Center to ensure that all research under his •

cognizance using human subjects shall conform to the principles. _ l_j_

and practices expressed in the attached documents A, B, and C.

A o

Implicit in this proce'dure are three mandatory conditlo'ns for the

use of these facilities:

(ll Research proposals to use human subjects on the subject

r

facilities must be systematically reviewed, independent _/

of the originator. ' • \/

Where the degree of rilsk is significant, defined hereafter _ k_/_c-.J'\
",/' _ _;_ ,._ •

" " it must be assured and documentedas Category II or II_, "

that all participating human subjects have been appropriately ,x_-_% _P

have freely given their informed consent, and have _\_selected,

the right to withdraw at any time, . ")
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,,(s) When medical research of sufficient risk, defined

hereafter as "Category lI or III," is being conducted

on the subject facilities, there must he at least two

physicians involved, one concerned with the welfare of

the subject, and one concerned with the sound conduct

of the research. These cannot be the same person.

The Chief of the Simulation Sciences Division is responsible for

oPerating the equipment under his jurisdiction in accordance with

the following procedure, with NMI , and with such temporary

or special restrictions as may be imposed by NASA Headquarters or

the Directon of the Ames Research Center. His decisions in this

process are subject _o appeal for review by the Office of the

Director through the cognizant Assistant Director for Research.

2. PLANNING AND PROGRAM PROCEDURES

a. Figure i is an outline" of the Planning and Program Procedure. The

first formal document is the Proposal, a Memorandum for the Chief,

Simulation Sciences Division. This memorandum will present the

project protocol in sufficient detail to assess the resources required,

to support any unusual priority claims, and to evaluate the medical

risk and provisions therefor. Generation of the Proposal document is

the responsibility of the)#riginating organization, however, preliminary

planning conferences directly with thebranches concerned in the

Simulation Sciences Division are encouraged for projects of appropriate '

magnitude,



0. As the second step, the Chief of the Simulation Sciences Division

,will review the Proposal with appropriate consultation and place

the Proposal in one of three categories:

(i) Category I - Negligible risk, either no medical supervision

• m

is required at all or the investigator and normal first aid

provisions are adequate.

(2) Category II - The degree of risk requires services of a

O

Medical Monitor and documentation of the subject's parti-

cipation as defined in Section iV. The Medical Monitor

must be a licensed physician and may not be the investigator.

Category III - A determinatio_ that the degree of risk

requires medical review of the Proposal before proceeding ,

).

further. . ,

This-__ will be a subjective _udgment based upon the criteria

O
of equipment capability, experience (including the demonstrated

capability at the Ames Research Center), physiological end points,

and the proposed, level of subject information and sophistication.

The Simulation Sciences Division Office will maintain up-to-date

documents describing the performance specifications of the equipment,

failure mode analyses of the equipment, summaries of precedent experience

at the _nes Research Center, and summaries of end points and criteria

for termination in the l_erature. It is recognized, however, that "

by definition cumulative experience never catches up with research

and the purpose of Category Iii is to enforce an independent review

of those proposals for which there _s no adequat_or clear end points

i

( precedent ,and the _roper determination is _n doubt.
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The cognizant research Division Chief will next be informed of the I

category of the Proposal to permit appeal if desired. Category I

Proposals will then be regarded as approved when signed by the

Chief of the Simulation Sciences Division. Category II Proposals

will be referred to the Chief, Medical Services Branch for concur_

rence and planning and then he regarded as approved. Category III

Proposals will be referred to the Ames Medical Review Boar_ for'

review as described hereafter.

Approved Proposals next will' be sent to the Chief of the Simul_tion

Experiments Branch or the Simulator Computer Systems Branch as

appropriate for completion. In the case of the former, Proposals of

appropriate magnitude (including all Category II and III) will require

a second document, the Project Development Plan. This document, to

be prepared Jointly by the Simulation Experiments Branch and the

investigator, will stipulate:

(1) experiment protocol, including medical monitoring, instrumen-

tation, and criteria for termination

(2) equipment configuration

(3) personnel, including subject requirements

(h) data reduction requirements

(5) progress report requirements

(6) schedule of events -_. •

(7) Experiment Manager ('usually SEB personnel, may be

investigator by agreement). " •.... _..... _ _ " " _ " _



O

Q

b

_o

fm

a

The Project Development Plan will then be submitted for review

and formal approval by the investigator, the Research Branch

and Division Chiefs, and as stipulated, the Ames Medical Review

Board or the Chief, Simulation Sciences Division.

i,•, i¸¸' _

The Experiment Manager will then use the approved Project Develop-

ment Plan as the basis for coordinating and implementing the technical

support of the experiment through appropriate memoranda, work orders,

at
and flight and simulator requests Agenerally indicated on Figure i,

which is intended to represent current normal operating procedures

and responsibilities at the Ames Research Center.

O
(2)

(3.)

(i.+)

(5)

..... -,, ....(6).

MEDICAL REVIEW BOARD

There is hereby established an Ames Medical Review Board consisting

of the following members:

(i) Chie ff, Simulation Sciences Division, nonvoting administrative

chairman (George A. Rathert, Jr.)

Chie_Medical Office (Dr. Seymour Stein) _

Chief, Medical Services Branch (Dr. Ralph Pe_ligra)_P

Dr. John Billingham _

Dr. Eric Ogden __

Scientist designated by the Assistant Director for

Life Sciences

b. The functions of the Ames_Medieal Review Board are:

(I) To review proposals to use facilities operated by the Simulation

Sciences Division which have been Judged by the Chief of that

.r, L,
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Division to be in Category III as defined above. To decide

to reject or approve, with or without stipulations, such •

Proposals and supporting presentations on behalf of the •

Director of the Ames Research Center in accordance with ••

established principles and practices of research using human

subjects and their own best Judgment. In cases of necessity i _",

to select and arrange for a Jury of medical specialists and ,_ "

vefer such Proposals "it° hem for adJucation. ...._% %_ L "

(2) ..... ;...' ) Director s Office may want to specify other/ "2
) functions such as reviewing non-SSD researc_ . "_ _'_

(3) •.......... ) or annually inspecting the Category I and Ill-,_'i _%%k_

decisions. ). _ '_

The Ames Medical Review Board is authorized to seek, through the ' -,

Office of the Director, the services of private consultants or other" '

Government employees to assist in performing the above functions. ,'-: :_.

Proceedings of the Ames Medical Review Board shall be permanerftly

recorded and subject to review by the Office of the Director.

Where other U. S. Government agencies are using the subject facilities,

the Chief of the _imulation Sciences Division is authorizedto accept •

the evaluation of a duly c_nstituted Medical Review Board of that .iii.i i i

Agency in lieu of a review bythe Ames Medical Review Board. • ".
• >.'

j,

SUBJECTS FOR HUMAN RESEARCH - DOCUMENTATION REQUIREMENTS

a. Placement of research proBgsals in Category I as defined above :

, implies de facto recognition that the subject is participating volun-

tarily and may withdraw at any time; however.

risk, no _ocumentation with respec_ to the sub_e0_ is required.

in view of the negligible .
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b. Human subjects for Proposals in Categories II and III as defined

above must be appropriately selected, briefed on the experiment

protocol and the likely hazard to the best ability of the

•investigator, be participating voluntarily, and be able to termi-

nate I their participation at any time. Satisfaction of these

requirements must be evidenced by a third and final document, the

Consent Form, before tests can be conducted.

O

Ce The Consent Form shall include, preceding the witnessed voluntary

consent of the subject, brief statements from the Project Development

Plan identifying the investigators, the purpose of the research, the

s_DJect selection procedure, the monitor inst_entation, --_ _-

oriteria for termination. The "criteria for termination" shall

include the following statements:

(1) All subjects may at anytime they desire terminate I an

experimental run.

O

8.

(2) The principle investigator, the medical monitor, and the

equipment' operator (if applicable) also may terminate I any

experimental run when their Judgment indicates.

(3) Any stipulations by the Ames Medical Review Board.

,

To help observe uniform standards and procedures with respect to

Section IV, b and c, the Chief of the Medical Services Branch is

authorized to maintain records of available subjects, help select

and obtain their service_i, arrange briefing interviews, and super-

vise the execution of the "Consent Form" as defined herein. The

Chief of the Medical Services Branch is required to maintain a

permanent file of Oonsent Forms for all _est subjects his Branch
!

is required to monitor.

iBy "terminate _ it is meant Shat the experiment and apparatus may be brought

to a halt in a safe manner with paramount regard for the welfare of the subject.
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TO : See List Below ' DATZ: August 23, 1967 [,}

'
FROM : G/Office of General Counsel

SUBJECT: tluman Research '

copies of a draft NMI relating to "lluman Research" are !

attached. We would appreciate any comments you may have ,_

concerning the draft.

" One point: We recognize that parauraph 2 of the draft NMI, !_

• which would make the NMI applicable to those •contracts and _ !

grants in which the NMI is incorporated, immediately gives "' iO
rise to questions of which contracts and grants should •

, incorporate the NMI and how such incorporation is to be - : - i

effected. We are working on these matters now. Of course, i

any suggestions would be appreciated. • i

, . ._ t

Any NMI in the human research area will inevitably present .... " • '• !,

' some difficulties. However, we feel that a regulation " : " i
. covering human research is important for the protection of ? ,_
"everyone involved -- the subjects of the research,: the :./i_ _iii i,

investigators, and the Government. . • - : _

,. Please 'gAve the draft your careful consideration. _... _"_:

f• October _, 1967• ", '-':-
May. we have your comments by ..."_ ., ,1../,',. ., _,,, '3 "" ' ': ' " ' "

, Paul (;. Dembling / ] ,,., .. I

i General Counsel // ;I

' Attachment . _ " i

Distribution: .... i

D/Office of Organization and Management . l,

F/Office of Public Affairs " !
Y/Office of University Affairs
RB/Biotechnology & Human 'Research Division ,:, , .. I-

MM/Space Medicine Division ' ...... " : _

SB/Bioscience Programs Division " • " !
• . " .. , . i

Procurement Office .... i
Chief Counsels - • i

I

l
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HU_N R_.SEARC}I__ . POLICY AND PROCEDURE S

l, PURPOSE

p//D
DRAFT

c/SJG
8-8-67

qP.)tJ__ -

This Instruction sets forth certain policies and procedures

relatinq to human research.

2. APPLICABILITY AND SCOPE

This Instruction applies to all human.research conducted

O

.

for or on behalf of NASA by:

a. Any NASA officer or employee_
:I

b. Any NASA contractor, subcontractor (at @ny tier), or

grantee, to the extent that this Instruction is

incorporated, by reference or otherwise, in the rele-

vant contract, subcontract or grant.
!

AUTHORITY

SeQtion 203(b)(i) of the National Aeronautics and Space Aat _

v

of 1958, 42 U.S.C. 2473(b) (i).

DEFINITION : "HUMAN RE.SEARCII"
[iiL .........

As used in this Instruction, the term "human research"

means any test, experiment, or other evaluation procedure

in the course of which, or as a result of which, a human

subject may be exposed to conditions which could reasonably

be expected to cause d_stress, pain, impairment of health,

q

physical injury, personality or emotional disorder, or

death. .... " ;'

• l



I

O

O

4 •
D

2.

5.- RIGIITS. OF SUBJECTS

Apart from the obtaining of a proposed subject's consent

in accordance with paragraph 8, no subject shall be asked

to waive any rights that may arise in connection with any
%

injury, loss or death suffered by the subject as a result

of human research.

6. GENER;_L PROCEDURAL REQUIREMENTS FOR HU_W_N RESEARCH; WAIVERS

a. Except as provided in subparagraph b of this paragraph,

all human research wit1_in the scope of this Instruction

bo

shall be conducted only in accordance with the procedures

set forth in paragraphs 7 through 12.

In some instances of human research, the requirements

set forth in paragraphs 7 through 12 may_ for various

•reasons, not be necessary to protect the subject of

such human research. In such instances, upon the

• ' request of the prinaipal investigator, the cognizant"

installation director may, in his discretion, waive

some or all of the requirements of paragraphs 7

through 12.

@ EXAMINATION - OF SUBJECTS BY PIIYS!C!ANS

a, No human research shall be conducted unless a physician,

i-

having been informed of the nature of the proposed

human research, find@ the subject medically qualified

therefor. Such finding shall be based upon an examina-

tion of a nature and scope believed by the physician to

be _easonable _nder the Oircumstanaes.

0 , ,

tl f
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b. At the conclusion of the human research, the sub_oct

• q

shall be reexamined by a phys;cian.

c. A report of the results of such examination and
0

reexamination shall be promptly forwarded to the

cognizant installation director.

VOLUNTARY INFO,_4ED CONSF_NT

a. Except as provided in subparagraphL b:

(i) No human research may be conducted unless the

• subject voluntarily agrees to participate in the
9

human research, has freoly given his informed

consent in accordance with this subparagraph 8a,

(2)

and has the legal capacity to so consent•

No consent given by a subject shall be deemed

informed unless, prior to the giving of consent,

the proposed human research is explained to the

subJ'ect in lan_ua_e understandable to him. Such

explanation must include the nature, duration,

and purpose of the human research, the manner

in which it will be conducted, and all foreseeable

risks, inconveniences, and discomforts to the

subject that-might result from the conduct of the

human research..• If the nature of such risks,

0

%,

inconveniences ,'or discomforts is not known, this

must be made known to the subject, in addition,

Ebo subject must be informed that hemay withdraw

_om _he human research at any tire, or, if this
"t

t
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(3)

• ks not in fact the case (because the circum-

stances of the experiment m_ke such withdrawal

unwise, dangerous, or impossible}, he must be

so advised.

Subjects must give their consent in writing in

such form as will indicate that the subject has

been fully informed of, and voluntarily accepts,

the risks, inconveniences and discomforts which

may be involved.

b. If the cognizant installation director, based upon

information submitted to him by,the principal

investigator, determines that due to the requirements
• "0

of the proposed human research (e.g., necessity that

the subject be unaware that he is participating in an

experiment_ nature of experiment requires use of minors),_

such research would be seriously hampered by any of

the requirements of subparagraph a, such director may

waive some or all of the requirements of subparagraph a.

PROTOCOLS_ AUTIIORIZATION OF HU_N RESEARCH BY COGNIZANT
_NSTAIJISAT ION DI RECTOR ...........

a. No human research within the scope of this Instructio_

maybe conducted unless:

(i) The principal i_estigator has submitted to the

.cognizant installa_ion director a protoco_i.8_re-

p4_ed _n aocordance with Attachment A.

0

P
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(2) The cognizant installation director, after con-

.sidering the protocol of. the principal investigator, •

authorizes the human research.

In determining whether the proposed human research

should be authorized, the cognizant installation

director should consider, among other' things, whether:

(i) The importance of the objective of the research

outweighs the inherent risks to the subject.

(2) The subject of the human research will be

unnecessarily exposed to risk of injury, dis-

comfort or inconvenience•

3) The subject or his representatives will receive
0

adequate compensation, by reason of insurance,

,-

workman's compensation, or the like, in the event

the subject suffers any loss, injury or death as

a result of the .human research.

ADVISORY BOARDS

Each installation director may, in his discretion, appoint

a board to advise him as to matters within the scope of

this Instruction.

LEGAL REVIEW

a. A copy of the protocol submitted to the installation.

director in accordance with paragraph 9, or the waiver

request submitted pursuant to paragraph 6, shall be

submitted tQ _he appropriahQ installation counsel's

office prior to the conduct of the human ;esearch,

!i

t
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12.

13.

o

b° The cognizant installation director shall consult

with the installation counsel's office prior to

acting pursuant to paragraph 6p 8b, or 9.

_:?ORTS OF z,_!J?_z_s _ C_^_G_s ZN PROCeDUreS

ThQ principal investigator of human research within the

k• •. •

scope of this Instruction shall immediately inform the

cognizant installation director in the event of: ..

a. Any injury to a subject.

b. Any deviation from the procedures set forth in the

protocol submitted pursuant to paragraph !0.

IMPLEMENTING INSTRUCTIONS BY FIELD ItISTALLATIONS

A copy of any installation instruction, notice, policy

statement or similar issuance implementing this Instruction

D

shall be forwarded to the appropriate institutional director,

O

¢,

j
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ATTACHMENT A

t" I"

,.;,

-. 1.2
I:

The protocoi to be submitted'to an installation director in.

accordance with paragraph 9 'shail provide the following

information"

i. The title of the proposed research•

2. Name of NASA organlzation conducting the research

or for which the research is being conducted.

3. Name and qualification of principal investigator

(and of co-investigators, if any)•

4. Name and qualifications of persons who will conduct

the human research (unless covered in item 3).

5. The purpose of the research, including an explanation

of why the use of human subjects is required.

6. The plan of study•

7. Historical background of the research, with

references to pertinent scientific literature. This should

include a discuss/on of relevant prior research using humans

• o

and/or animals •

8. Proposed safety precautions.

9. Expected duration of the study.

beginning and ending dates.)

i0. Expected number of subjects to be used.

ii. The source from which subjects are expected to be

obtained •

12. Criteria to be used in selecting subjects.

L..

(Give approximate -,

"
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13. Possible inconveniences, discomforts, pain, and

risks to the subject the Tosearch may present.

14. Will the subject be free to withdraw from the

research at any time? If not, wl_en and why.

15. wage, salary, or other payment, if any, to be paid

2,; _ -• ;

r

- ! i', ¸" i

i'

Q

to the subject.

16. Source (Federal or state compensation acts, insurance,

otl%er) and general description (include examples of dollar

an_unts) of compensation, if any, to be received by a subject

or his representatives in the event of injury. Note: If the

human research is to be conducted by NASA employees, this

information should be obtained from the appropriate installa-

tion counsel's office.

.,o

17. Availability of a physician during the research.

(Indicate whether a physician will be present at all times;

if not,'the location of the nearest physician(s) durinq the

performance of the research.)

18. What information concerning the human research is

intended to be communicated to the subject. (Include

information to be commuhicated to the subject in the course

of obtaining his consent. See paragraph 8 of the Instruction.)

%
LIg. The proposed form of consent the subject will be

asked to execute. _
!

20. If a determination pursuant to paragraph 6b or 8b

has been, O_ will be, requested, the

v'

)rotocol should so indicate.

r-.

k_

I ,, •
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MEMO_NDUM for Assistant Directors,

and Section Heads

Moffett Field, California'

January 15, 1968 " ' _

Division Chiefs, Branch Chiefs'

/

SUBJECT: Human Research Experiments Review Board

1• Policies and procedures concerning the planning and 'approval of

human research conducted for or on behalf of this Center are set forth in

AMM 7170-1. Pursuant to paragraph 10 of this issuance, the Human

r_.esearch Experiments Review Board,is hereby established consisting of

following members:

le

all

'Z•

3.

4.

Chief, Simulation Sciences Division (George A• Rathert, Jr..)

nonvoting administrative Chairman ' , .:

Chief. Medical Office (Dr. Seymour N. Stein}

Chief, Medical Services Branch (Dr. Ralph Pelligra)

Chief, Biotechnology Division (Dr. John Billingham}

Chief, Manned Spacecraft Simulation Branch (Brent Y. Creer)

Chief, Environmental Biology Division (Dr• Eric Ogden)

.

6.

" i _ , •

Z. The primary furiction of this Board is to submit recommendations to

lhe Director concerning the suitability and advisability of proposed experiments

involving human subjects. Consequently, ali protocols required in accordance

with paragraph 9 of AMM 7170-i should be submitted directly to the Board

Chairman•

f _

• Julian• Allen _.

Director

• ,"•7 .

NASA. .;.,.
AMES RES_ARCI] CENTER'

RECEIVED

JAN 1 '/1968
m

OFFICE OF CHIEf, .COUNSEI_

68/6 "

i;

!
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AMM 7170-i
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SUBJECT

PROGRAM FORMULATION

Human Research

Planning and Approval

i, PURPOSE

This article sets forth General policy and procedures _or the planning and

approval of research involving human subjects.

@

O

APPLICABILITY
d

This article applies to all human research conducted for or on behalf o_

Ames Research Center by:

a. Any officer or employee of the United States or any other person, en-

" tity, or institution.

e

b. Any NASA contractor, subcontractor (at any tier),or grantee, to the

extent that this article is incorporated, by reference or otherwise, in

the relevant contract, subcontract, or grant.

AUTHORITY

Section 203(b)(i) of the National Aeronuatics and Space Act of 1958 as

amended, 42 U.S.C.. 2473(b)(I).

DEFINITION: "HUMAN RESEARCH 'g'

O

@

Notwithstanding other technical usage, the term' "Human Research," for

purposes of this article, means any test, experiment, or other evaluation

procedure in the course o_ which, or as a result of Which, a human sub-

Sect may be exposed to conditions which could reasonably be expected to

cause distress, pain, impairment of health, physical injury, personality

or emotional disorder, or death. ._.____r

RIGHTS OF SUBJECTS ;,, •

Apart from the obtaining of a proposed subject's consent in accordance

with paragraph 8, no subject shall be asked to waive any rights that may

arise in connection with any _njury, loss, or death suffered by the subject

T. S. No, 89 - I

i" i

_ :Page I o¢
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o NLATERIAL TRANSIV_TTED

AMM 7170-I, Human Research Plannlug and Approval, sets forth general
policy and procedures for the planning and approval of research involving
human subjects.

C

O FILING INSTRUCTIONS

O Insert the attached in the NASA-Ames Management Manual.

Assistant Director for Administration

O
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as a result of human research.

O

!....-"'"x,.

GENERAL PROCEDURAL REQUIRE.IV_NTS FOR HUMAN RESEARCH:
WAIVERS

au

be

Except as provided in subparagraph 6b, a11 human research within the

scope of this article shall be conducted only in accordance with the pro-

cedures set forth in paragraphs 7 through 12.

In some instances of human research, the requirements set forth in

this article may, for various reasons, not be necessary to protect the

subject of such human research. In such instances, upon the request

of the principal investigator, the Director may, at his discretion, waive

some, or all, of the requirements contained in this article. Moreover,

the Director may, at his discretion, categorically waive the require- .

ments of this article, in whole or in part, with respect to classes of

trained persons who knowingly follow a s.pecialized callinq or occupation

""_'_"_"iS ,._,._I_, _._,,,,_,_a _o _._,,_ including, by _,_y n_ a_-WV AaA%.,AA ..... _"
',._',,,,,,,AJZ%...,X. L.,,vJ.J.), J. ',.*_.*V_._tAAAI, J_.O_,.A,._.,If_ • ;._. .............

scription but not limitation, the callings of re.stpilots and astronauts.

Nothing contained herein, however, shall be construed as authorizing

the use or employment of any person for any purpose if there exists

a likelihood that.such employment will result in serious or permanent

injury,or death.

7. EXAMINATION OF SUBJECTS BY PHYSICIANS

O

8e

a.

be

Co

No human research shall be conducted unless a physician, having been

informed of the nature of the proposed human research, finds the sub-

ject medically qualified therefor. Such finding shall be based upon an
examination of a nature and scope believed by the physician to be

reasonable under the circumstances.
/ .

At •theconclusion of the human research, the subject shall be re-

examined by a physician.

A report of the results of such examination and re-examinat!on shall

be promptly forwarded to the Director.

'VOLUNTARY INFORMED CONSENT

a. Except as provided in subpar_'qraph 8b:

(i) No human research may be conducted unless the subject volun-

tarily agrees to participate in the humaB research, has freely

I I""'

©
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given his informed consent in accordance with this subparagraph 8a

and has the legal capacity to so consent.

_'JtJ ,.'

0

(2)

(8)

O. (4)

No consent given b_,a subject shall be deemed informed unless,

prior to the giving of consent, the proposed human research is

explained to the subject in language understandable to him. Such

explanation must include the nature, duration, and purpose of the

human research; the manner in which it will be conducted; and all

foreseeable risks, inconveniences, and discomforts to the subject

that might result from the conduct of the human research. If the

nature of such risks, inconveniences, or discomforts is not known,

this fact must be made known to the subject. In addition, the sub-

ject must be informed that he may withdraw from the human re-

search at any time, or if this is not in fact the case (because the

circumstances of the experiment make such withdrawal unwise,

dangerous, or impossible), he must be so advised.

A subject must give his -_ in ,,,_'__'_"_ o"-_ _"_'_"as "'__._VA_D,.a_._S.*I., vvJ, ,JI.t_Aa_ ,JI.&A _AA ..I.%JJ. J.J.J, , W,&JLJ.

indicate that he has been fully informed of, and voluntarily accepts,

the risks, inconveniences, and discomforts Which may be involved.

A person who is a minor or who is without legal capacity to give

his voluntary informed consent shall not be a subject of human re- •

search without specific authorization in writing signed by the NASA

Admhnistrator.

.f

O

BO The Director may waive some or all of the requirements of subpara-

graph 8a if he determines that, due to the requirements of the proposed

human research (e.g., necessity that the subject be unaware that he

is participating in an experiment; nature of experiment requires use of

minors when otherwise authorized), such research would be seriously

hampered by any of the requirements of subparagraph 8a.

g4 PROTOCOLS: AUTHORIZATION OF HUMAN I_ESEAi_CH BY THE DIRECTOR

,o

a. No human research within the scope of this article may be conducted

unless:

10 b.

"T, S. No.

(i) The principal investigator has submitted to the Director a protocol

prepared in accordm/ce with Attachment A. .
0L',

(2) The Director, after considering the protocol of the principal in-

vestigator, authorizes the. human research.

In determining whether the proposed human _,esearch should be authorized,

w

_jut ii , . _

i ..........i89
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the Dh-ector will consider, among other things, whether"

(1)

(2)

a

F/ 3

'0
The importance of the objectiveo_ the research outweighs the inher-
ent risks to the subject:

The subject o_ the human research will be unnecessarily exposed
to risk o_ injury, discomfort, or inconvenience.

(3) The subject or his representatives will receive adequate compensa-

tion, by reason o_ insurance, workman's compensation, or the like,
in the event the subject su_ers any loss, injury, or death as a re-

sult o_ the human research.

i0. ADVISORY BOARDS

The Director may, at his discretion, appoint a board to advise him as to :i.

matters within the scope o_ thisarticle..;

0 'i LEGAL AND MEDICAL REVIEW

A copy of the protocol to be submitted to the Director in accordance with"
paragraph 9, or waiver requests _--_'--'_^_........._ $" "_" .... _ 6 _"'_

8b, shall be submitted through the Chief Counsel and the Chief, Medical
Office. ',

13. REPORTS OF INJURIES AND CHANGES IN PROCEDURES

The principal investigator of human research within the scope of the article
shall immediately irfformthe Director in the event of:

a. Any injury to a subject.

b. Any deviation from the procedures set _orth in the protocol submitted

pursuant to paragraph.9.

ib DIBTRIBUTIONADSL-10
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ATTACHIv_ENT A

0 ' i

The protocol to be submitted to "theDirector in accordance with paragraph 9

shall provide the following information:

l. The title o_ the proposed research.

. Name of organization conducting the research or for which the research

is being conducted.

. Name and qualifications of principal investigator (and of co-investigators,

if any).

.

O
5e

Name and qualifications of persons who will conduct the human research

(unless covered in item 3).

The purpose of the research,

human subjects is required.

including an explanation of _;,hythe use of

The plan of study.

Historical background of the research, with references to pertinent

scientific literature. This should include a discussion of relevant prior

research using humans and/or animals.

8. Proposed safety precautions.

Do

O
i0.

Expected duration of the study.
dates. )

(Give approximate beginning and ending

Expected number of subjects to be used.

ii. The source from which subjects are expected to be obtained.

12. Criteria to be used in selecting subjects.

18. Possible inconveniences, discomforts, pain, and risks to the subject the

research may present.

14. Will the subject be free to withdraw from the research at any time? If

not, when and why.

15. ,Wage, salary, or othel, payment, if any, to be paid to the subject.

T. S. No, 88 Page i o:[2
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ATTACi_V_NT A

16.

17.

January 15,

g

1968

" .(._.)

Source (Federal or state compensation acts, insurance, other) and general
description (includeexamples of dollar amounts) of compensation, ifany,
to be received by a subject or his representatives in the event of injury.

Availabilityof a physic'ianduring the research• (Indicatewhether a physi-
cian will be present at alltimes; ifnot, the location of the nearest physi-
cian(s)during the performance o_ the research. )

18.

10
l 20.
t
I

What information concerning the human research is intended to be commu-
nicated to the subject. (Include information to be communicated to the

subject in the course of obtaining his consent. See paragraph 8 of the
article.)

The proposed form o_ consent the subject will be asked to,execute.

a determination pursuant to paragraph 6b or 8b has been, or will be,
requested, the protocol should so indicate.

©
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NASA-Ames
APPENDIX #12

P. 156

Moffett Field, California

August 5, 1968

MEMORANDUM TO Mr. Ray H. Sutton

Staff Assistant

Grants and Research Contracts

From: Mr. J. Henry Glazer

Chief Counsel

Subject : Proposed grant application from Cardiology

Division, Department of Medicine, Stanford

University, entitled "Evaluation of the

Cardiovascular System During Various

Circulatory Stresses"

I have the following questions and observations con-

cerning the above:

i. What is the relationship of the proposed grant to

existing contract NAS2-4009 between NASA-Ames and Stanford.

The contract is one for "human heart measurements"; the

subjects are patients at Stanford; the technical monitor

is Dr. Sandler. Is there some duplication here? Ames

management is entitled to some explanation as to the

distinctions between the proposed grant and the contract.

Can the contract be amended in lieu of a grant? If the

grant is to be awarded, will the contract be cancelled

effective the date of award? There are too many unanswered

questions here.

2. The grant instrument must identify the "responsible

investigator". He is the person charged with obtaining

the voluntary informed consent of subjects, and providing

ARC with evidentiary writings in this regard.

3. The grant instrument must specify with particularity

Dr. Sandler's role and indicate, among other things,

a. whether he will actually participate in the

surgery envisaged

be and if he does participate, then precisely

in what capacity viz: as a "pure researcher"

or for the direct benefit of patients or a

............_....----7_ I....
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combination of these. If for "pure
research" or a "combination" of
research/direct benefit, this fact
will have to be explained to the
patient by the responsible investi-
gator and form an elementof the
patient's consent. Also the origin

of the instrument probe will have to

be revealed to the patient and he will

have to consent to the use of an Ames-

made prototype probe.

4. As a result of Dr. Sandler's participation, the grant

instrument will have to indicate that any and all functions

performed by Dr. Sandier are performed in his capacity as

an employee of the federal government. Work he performs

pursuant to the terms of reference in the grant may not be

considered as "outside employment" since this would amount

to conflict of interest even if Dr. Sandier were not

compensated by the University.

5. The grant instrument should incorporate by reference

AMM 7170-1 and the terms thereof followed.

6. Stanford should furnish Ames with an "Institutional

Assurance on Investigations Involving Human Subjects".

Ames might use an adaptation of the "Institutional

Assurance" required by the Public Health Service. (See page

5 of pamphlet in legal office) Dr. Stein should be con-

suited as to the substance of the "Institutional Assurance".

The Assurance need be executed only once and will cover

all grants and contracts between Ames and the Medical

School.

7. Pages 14 and 24 suggest that the grant contemplates,

in an advanced phase, studies involving "healthy" human

beings; hence the realm of "pure research" as opposed to

diagnostic, therapeutic or preventive medicine. The

prospect of using "healthy subjects" is glossed over in

the proposal. It must be fully explained.

8. Page 22: the Form proposed by Stanford is unsatis-

factory unless the measures proposed in the grant are

exclusively for the direct benefit of a patient and for

no other purpose. Now if these measures are exclusively

for the direct benefit of patients and for no other

purpose the grant instrument must contain the following

provision:
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The grantee certifies and specifically

acknowledges that each test subject within the

meaning and intendment of this grant is a

patient admitted for treatment to the Palo Alto-

Stanford Hospital Center, and that the grantee

shall obtain from each such patient a statement

evidencing the voluntary, and informed, consent

by such patient to submit to any procedure

contemplated within the terms and provisions of

this grant; Furthermore, the grantee certifies and

acknowledges that notwithstandin_ the existence of

this grant each medical and surgical procedure

described herein would, nonetheless, be undertaken

and performed on behalf, and for the sole benefit,

of each patient who otherwise qualifies, and has

been denominated, as a test subject within the

meaning and intendment of this grant; And further,

that no provision, term, mode of performance, or

any other requirement of this grant necessitates

deviations from any medical or surgical procedure

which would be undertaken, in any event, on behalf,

and for the sole benefit, of each of the said

patients. Deviations, however slight, if

necessitated solely by any provision, term, mode

of performance, or requirement of this grant shall

not be undertaken or performed unless the test

subject involved, after being _specifically apprised

of the existence of this grant and otherwise fully

informed, voluntarily consents to the deviation,

and in any such case of deviation a copy of the

statement evidencing the voluntary informed consent

of the patient involved shall be furnished to the

Contracting Officer.

From the language of the grant it appears doubtful that

the same is exclusively for the "direct benefit of

patients and for no other purpose". Also if this were

the case Dr. Sandler's role would be drawn into question

since he is not employed by Ames to minister to the needs

of hospital patients exclusively for their direct benefit.

9. Page 23 of Proposal: What are "special permission

permits"?

i0. Regarding Attachment A to AMM 7170-1:

a, Item 13 not adequately answered, Should

focus on possible misadventure through
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use of Ames-developed"miniature
transducer".

b. Items 18 and 19not adequately answered.
Specific, and acceptable, consent forms
should be appendedto grant instrument
along with form for "Institutional
Assurance". The grant instrument should
designate someoneanalogousto a
"contracting officer" in order to ensure
that the various forms are properly executed
by grantee.

co:
Mr. Allen, 200-1

Mr. Bright, 200-2

Dr. Klein, 200-7

Dr. Stein, 200-9

Dr. Sandier, 239-4A

Mr. Rathert, 243-1

"Original signed by

J. Henry Glazer"

J. Henry Glazer

HJG:caw



T ,

].,

f

°_
f

!

J

i
[

i

i

i
i

I

!
i
!
!

)
i

!o
i
I

t
i
I
!

i

!

I
P
I

• ; 13

It is the objective of these studies to analyze the mechanisms

for such deteriorations by providing information regarding possible

alterations in the, affector, error-sensor and effector arms of the

control loop under study. Two control systems will be studied:

(a) baroreceptor system- carotid sinus regulation of arterial

blood pressure

(b) v_ngal system - neural regulation of ionotropic and chrono-

tropic •responses of the heart.

Tests will. be carried out to_termine the static and dynamic responses

(by means of pharmacologic agents and/or neuroendocrine mechanisms)

of these systems. Studies during acceleration will provide dynamic

information at increasing gravitational levels which will hopefully

be extrapolatable to zero G conditions.

It is the eventual purpose of these studies to produce a

multi-purp0se model for the cardiovascular system. It is antici-

pated that the model will simplify the study of cardiovascular

mechanics and identify mechanisms responsible for cardiovascular

control as well as to elucidate adaptive mechanisms and uncover those

areas in need of further intensive investigation.

3. I1uman Proqram:

A major concern for the animal program outlined above is an

identification of those ma'j'or mechanisms whereby animals and man

maintain cardiovascular homeostasis in an earth environment. It is

the ultimate objective of such studies to o_.ea_e a model from which
!

m
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predictions may be made concerning maintenance of cardiovascula_ :', i:

integrity during longstm_ing weightlessness, the stresses of reentry [
• )'

and the period immediately following return to earth. Clinical {:[
.!

investigation involving human subjects with and withou___t cardiovascular i

disease will• be the only means for obtaining meaningful results.

_'he necessity :' .... _'_"_

,.o, studying humans is due to tile fact that man has_. _!/.

adapted to an erect posture which cannot be easily simulated with

presen_available experimental animals. Experimental animals

'will be used when critical measurements cannot be made in man

because of lack of appropriate microtransducers or inordinate risk

to the human subject•

The. initial phase of human studies will involve characteriz-

ation of primary variables (pressure, volume, flow with respect to

time in the cardiac cycle) so as to evaluate the properties of

the cardiovascular system. These variables will be m6nitored by

transducers placed on the skin• surface or into various vessels

(artery, veins) by percutaneous techniques or cut do_al. The new

devices mu_t be compared with current standards of- measurement, and

the latter require entry into the circulation for blood s_mpling ii

o_" injection of materials. Therefore, it has been decided" that

• 11these initial studies can be done only as part of and at the time of.

cardiac catheterizations in patients with heart disease• The _[

,_ °e, ,.

conduct of such studies. %rill in no way endanger the subject or I

interfere with collection of. data. In all instances the new'tech- _'i

n']ques wil ! complement the catheterization procedure, providing i!i

data horetofore not available or ImproviDg current methods of data

l 'collection, All methods employed will strictly adhere °.to. these. !
• ' [-
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ApDro ac h:

As part of the manned space program of NASA, the Life

Sciences Division of the Ames Research Center has developed a n_c:r

of devices which should have application in the clinical investi-

gations of cardiovsscular functions. Because of the potential value

of these instruments to the space program, thorough testing both

in animals and man is necessary. The combined program which is

outlined will allow these transdud'ers and methods to be evaluated

and calibrated.

At the present •time there are several devices that would b_

suitable for study under this proposal. A miniature catheter-tip

pressure transducer has been developed which is highly sensitive

and is small enough to be. introduced into the blood stream through

a #17 gauge needle. This device•is capable of producing high fidelity
0

intravascular and intraca_diac pressure recordings as well as intra-

cardiac heart sounds. Combined with cine-radiographic studies of

ventricular function, values for cardiac work, quantitative measure-

ments of valvular insufficiency, correlation of heart sounds with

intracardiac dynamics and the effects of intracardiac contrast

injections on cardiac function can be studied.

There are a number of specific cardiovascular studies planned

in this program. The five studies outlined below represent the

, Unlvo: _ _yinitial projects to be undertaken .The staff at Stanford ' •.......

has developed a great deal of experience with studies' of this tyl:'_

as is demonstrated by the publications from the group (seQ _t_,_::i.._
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bibliographies). Addition_l studies will be planned when prelim-

inary evidence fo'r,making them meaningful has been accumulated.

An outline of the specific studies follows:

(1) Miniature blood pressure transducer.

The blood pressure is one of the cornerstones of eardio-

vascular response and a technique for its precise measurement is

extremely importnnt. In addition, measurement of the pressures

generated within the various chambers of the heart is invaluable

for an understanding of the function of the heart as a pump.

One such instrument for precise measurement of .intravascular

and intracardiac pressure is a miniature transducer mounted on the

tip of a catheter. This instrument has been developed by Instru-

!

, mentation Division 9 f NASA. Its small size (1 mm diameter) permits

' easy entry into the vascular system through an ordinary hypodermic

, needle or through a. cardiac catheter and facilitates manipulation

i' 0
I into small blood vessels _nd the cardiac chambers. This device is

extremely sensitive to high frequence pressure oscillations and

can, therefore, be used to record intracardiac sounds. Initial

efforts will involve calibration and comparison with the standard

techniques of pressure measurement.

Methods: Patients u nderqoing cardiac catheterization
,n

and angiocardiography in th& Dep.artments Qf,_Cardiology andRadiology

at Stanford University School of Medigilne, w_.!_l.,bo_.selected.-as.

_ssubjects. Pressures will be reco._ded using the miniature catheter-

t
|

_L_

•i•
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tip pressure transducer from various sites in the vascular

system and these measurements will be compared with the standard
#

_luid-filled catheger system using Stath_ P23DB pressure trans _

ducers. High speed records will be analyzed both for pre@sure

wave form and amplitude. Using computer techniques Fourier

analysis of the pressure wave forms will be performed for

• i

i

purposes of exaCt comparison•

Patients will be examined at rest, following isoproterenol

administration, during and following exercise and during angio-

c ar diogr aphy.

Expected results: The instrument to be used has a high

frequency response. Accordingly it should yield a more accurate

representation of the events occurring within the cardiovascular

system than that produced by s£andard techniques. Some of the

•confusing aspects of hydraulically recorded pressure traces

should be eliminated including those due to catheter entrapment,

damping, and resonance within the system.•

The recording of intracardiac sounds will be further

discussed in another section of this application.

I
I

I

(2) Volume anqiocardio_raphic studies.

Introduction: Angfocardiography is routinely performed

in the Radiology Department of Stanford University as part off••

the evaluation o_ patients with a wide variety of Cardiac and

non-cardiac abnormalities.
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These studies require injection of radiopaque contrast

materials into the heart or blood vessels with simultaneous

cine or serial x-,ray filming. Using the techniques developed

by Sandler and others, an estimation of volume of the various

heart chambers can be made using these films. By measuring the

rate of change of volume with time over the cardiac cycle it is

possible to compute stroke Volume, cardiac output, and the work

,of the heart as it functions as a pump. These•parameters are

difficult to measure by other means but they are important

features of the hydraulic analog_of cardiovascular function.

Method: This technique will be validated by conventional

estimates of cardiac output (Fick method, dye dilution).

1. Patients with •mitral insufficiency will be evaluated before

and after surgery for replacement of mitral valve. Left ventricular

O

angiograms will be performed at rest in all instance_. In suit-

able patients, angiocardiograms will also be performed following

isoproterenol infusion.

t_

i
!w

I,

f

1

f

2. Left ventricular angiocardiography will be performed on patients

who have idiopathic hypertrophic subaortic stenosis before and

after propranolol administration.

3. Left atrial injections will be performed on patients with

mitral insufficiency. Particular attention to the change in left
,L',

atrial dimensions during the various phases of the cardiac cycle

will be made i_ an attempt to validate the concept, of systolic

"expansion of the left atrium asI a mechanism _or the production of

apparent right, ventricular heave in patients without pulmonary hyper-

¢

tens ion.
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4. Patients with arteriosclerotic heart disease will be studied

using left ventricular injections in an attempt to evaluate th_

capability of the_e hearts to perform work.

5. The angiographic studies of volume will be used in association

with the high fidelity recordings of intraventricular pressure

to determine force velocity curves fo_ intact hearts. This

will allow characterization of cardiac function in terms of basic

muscle mechanics which have heretofore been available only in

isolated preparations.

(3) Fiberoptics instruments - central venous.oxyqen

s atur ation monitor inq:

0

It has recently been shown that the central venous oxygen

saturation may be a useful indicator of cardiac function following

acute myocardial infarction, in some cases the first clue to the

imminent onset of cardiac failure has appeared to be a drop in

the central venous" oxygen saturation, which was measured by means

of an oximeter.

Thus far, because of the necessity of removing an aliquot

of blood from the patient, measurement of central venous oxygen
w

saturation has been intermittent. The use of a fiberoptics instru-

ment would permit constant monitoring of oxygen saturation over

long periods of time. Thus,_ it would be possible to define precisely
4

the ¢aiue of CVS02 as a predictor of congestive heart failure and

decreased myocardial functi0n._
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Methods: Patients-will be studied by these means. All

will occupy beds in the Palo Alto Stanford Hospital Coronary Caz-e

Unit, where it is currently standard practice to insert a central

venous catheter for venous pressure measurement. Those patients

who, on the basis of extent of infarction, or presence of hyPotension

'2t,

[

%
[.

7..¸

I

ii_

or heart block, are most likely to develop congestive heart failure ili

will be studied first. Thereafter, a.random selection of good

risk patlents will be studied, us to {
These investigations will enable determine how useful

measurement of CVS02 as an index of myocardial function is in

following patients who have sustained myocardial infarction.

(4) Fiberoptics - Aortic insufficiency.

It is known that following the intravenous injection of
*

cardiogreen, there is a discrete increase in arterial dye concen-

tration with each'systole. These increments taken together are

referred to as a step function• and £hey can be sensed by a

Fiberoptics instrument, with the catheter in the aorta. In aortic

insufficiency, the systolic increases in arterial dye concentration

occur, but there is also a progressive decrease in dye concentration

during diastole. It has been suggested •that the degree of aortic

insufficiency can be estim.a.ted from the change in aortic dye con-
*

centration during diastole.

We propose to compare estimates of aortic insufficiency

obtained by the fiberoptic method with those derived from left

ventriaular angiography,

e,
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Methods: Ten patients will be studied. Complete right and

left heart catheterization will. be done, with volume left vcntricular
#

angiograms (biplane cine) an'd estimates of amount of aortic insu-

fficiency by means of dye dilution method. The results of the

two methods will then be compared,• so that the reliability of the

latter can be determined.

(5) Origin of the first heart sound.

The source of the first heart sound has been _..e -_-_,,_4_..

of controversy. Some ascribe it to closure of the atrioventricular

valves per se and some feel that .it is not dire,ctly due to mitral
0

and tricuspid valve closure.

Recently an adaptation of the aortic valve homograft has

been accomplished so as to permit replacement of diseased mitral

valves with the homograft. The homograft is sutured to a teflon-,

covered titanium ring, which is then sewn into the recipient's

,nitral annulus.

An assessment of the new homograft's function has been done,

including left ventriculography. It was noted that when the ring

of the homograit is in profile,; the movements of the valve leaflets

.i

are well seen. Therefore,. it will be possible, to relate movements

,ii.

of the valve and annulus to heart sounds and ventricular and peri-

pheral arterial pulso contours. ;
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Methods: Eight patients will be studied three to six

months following .surgery. In addi£ion to hemodynamic evaluatJonn,
0

each will undergo left ventrieulography with a simultaneous

phonocardiogram and cine-trace. In addition, intracardiacphono.

cardiograms will be done, while intraventricular pressure is

measured by means of the micromanometer (NASA). Several patients

will be in normal sinus rhythm at the time of the study.

It will be possible to relate precisely the movements o£

the mitral valve and annulus to the heart sounds, to give insight

into the genesis Of the sounds. . .

,r

r.

ii
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The use of human subjects in this study will be handled in

the following mann.er :

At Stanford University School of Medicine, where the human

studies will be carried out, it is necessary to obtain approval

for all studies in'patients from the Committe e oD_H_n!an Experi-

mentation which has been established to approve all grant proposals

for the University. This is a committee made up of members of

all of the major clinical d_partments. The form which is submitted

to them for human studies _'s included with this application. In

from the .patient is included,

addition to this, the form necessary for obtaining informed consent
i
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The human subjects undergoing studies in this protocol will,

at the time, have cardiovascular disease and be under investigation

for the evaluation of this disease process. The studies carried

out in the Cardiac Catheterization Laboratory and the Angiocardio-

graphic Laboratories, where subjects will be having specific

pressure and volume measurements with new transducer systems, will

be carried out during the course of diagnostic cardiac catheter- -

ization and angiocardiography. It is anticipated that the transducer

systems used will contribute materially to improving the diagnostic

methods on each of these patients and thus may be of primary bcnofit

• n given ato the patient i some cases. •These patients will be

full explanation-for the procedure, however, and wili sign speciai_

I
permission permits for the study to be carried out.

Those patients studied in the Coronary Care Unit and other

0

intensive care unit areas throughout Palo Alto-Stanford Hospital

?

will also have cardiovascular disease. The studies to be carried

O out in these patients will consist of monitoring their pressures,

central venous oxygen saturation and flows under various conditions.

These proceduresare now standard practice, using other methods of

measurement, throughout the hospital. It is our felling that

'these measurements will aid in the care of these individual patients.

.!

,I The will, however, sign permission forms after being given full

0

explanation for the monitoring techniques to be used. As has

been stated, these are standard monitoring techniques for patients

in the CoroDary Car,e and Intensive Care Vnlts at the Palo Alto i

Stanford Hospital now utilizing different 'transducer systems.
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These assurances for obtaining informed consent and carrying

out human studies in patients who have disease where the studies

may materially affect the diagnosis and/or treatment of the

i.

t
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patient's condition should satisfy the guidelinos established by _-..I
I

NASA for studies in human subjects. Prior to studying any no_:mnl i
i

human subjects, additional clarificatxon will be sought from ther, k% _' ___
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Evaluation of the Cardiovascular System

_urinq Various Circulatory. Stresse s

SUMMARY

The proposed grant is for the purpose of establishing an

exp rimental program for combining the scientific talents of

the Cardiology and Radiology Divisions at Stanford University

School of Medicine with those of Dr. Harold Sandler in the

National Aeronautics and Space Agency program at Moffett Field.

Studies will b_ carried out in human subjects and in aminals to

determine the circulatory responses to a number of physiological

stresses so that the adaptive mechanisms of the circulatory

system in meeting these stresses may be more completely defined.

The initial developmental part of the program will invo_ e an

evaluation and calibration of new microtransducer systems for

recording pressure, flow, volume and th& regional distribution of

flow. These sophisticated systems will then be used to evaluate

the effects of exercise, hypoxia, Changes in neuro-endocrine

stimulation and pharmacologic alteration on the circulatory system.

The analysis of these responses will allow the construction of

a mathematical model of th_ circulator system and the adaptive

mechanisms involved in i_s responses to various types of stresses.

Xt is anticipated that these studi_s will provide a back-

ground on which predictions can b_ made rega/ding the effects of

t

ll.
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long-term space flight on circulatory adaptation. Since it is

not possible to carry out these studies in human subjects in

space flight it is essential that a large body of information be

analyzed during circulatory stresses to predict the changes which

might occur. The studies outlined in this proposal are primarily

directed toward understanding the adaptiv e circulatory mechanisms

which might be important by studyin'g them in experimental animals

and in human subjects with disease under a variety of conditions•
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Date,

Hour

PAI_) ALTO -- STANFOI:_D HOSPITAL CENTEI_

300 I'ASTEUI{ DI_WE--PALe ALTO. CADII.'O|{NIA

• CONSENT TO OPERATION, AD_'.INISTRATION OF

• ANESTHETICS, AND Tt-ll_ RENDERING O_ OTHER
MEDICAL SERVICES

J

t

Name of Policnt

1. | authorize and direct ......

my surgeon and/or assoclates or asslstants of his choice to perform lhe following operation upon me

M.D,

and/or to do any olher therapeutic procedure that (his) (their) judgment may dictate to be advisable for the patient's' well-being.

._'|.e nature of the operalion has'been explained to me and no warranty or guarantee has been made as to the result or cure•

ExccptiO_S; |i| none, _,a state|

'Ii_

0

2. I hereb,/euthorlze and direct the above named surgeon and/or his associates or assistants to provide such addilio_|o|

services for me as he or they may deem re_s_mble ar.d necessary, including, but not limited to, the administrotlon and main-

tenance of the anesthesia, and the performance of services involving pathology and radiology, and I hereby consent thereto.

3. I understand that the above named surgeon end his associales or assistants will be occupied solely with performing

such operatlon, and the persons in attendance at such operation for the purpose of administering anesthesia, and the parson or

persons pewformlng services invol'ving pathology and radiology, are net the agents, servants or employees of the above named

hospital nor o| any surgeona but ore independent contrac|ors and as such ore the agents, servants, or employees of myself,

except:

4. J hereby authorize the hospltol pathologist Io use his discretion in tl_e disposal of any severed tissue or member,

i

Patient's Signature

Witness ,,,

(If patlent is a minor or unable to sign, complete t_ following:).

Patient is o mlnor._" , or is unable to sign because

FA_N_

gO1g||

GUANO|AN

_- _ - " : ' _=' I)TH|g P_IISON /_IIOlII[LITI'_)N'$HIF ' !i
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STANFORD UNIVERSITY' SCIiOOL OF MEDICINE

REQUEST for INSTITUTIONAL APPROVAL of CLINICAL RESEARCII and

IN"CESTIGATION INVOLVING HU_L_N BEINGS: ALL SPONSORED RESEARCI|

:,_e_al Clinical Research Review Committee

'.,_._W. Farquhar, M.D., Chairman

:;,al

. :i_,ator(s).....

.(Name) :

{i:

r,

'[<

Date

(Title of Position)

: No.
l

.,fApplication:

PERIOD: From

Research Project Research Center Revision

Training Pro gram FeIlowsh ip Supp Ieme nt
Research Career New Continuation

Program Proj ec t Renewal

APPROVAL OF

DEPT. EXECUTIVE

SIGNATURE PRINCIPAL INVESTIGATOR

iO
t

To

!ii

.

! If this application is a continuation year. and the involvement of human subjects remains
;:'.!yas previously approved by the Cormsittee, -_ .... " ' 'FL==o= ;nlt_.a! Principal Investigato, r.

Describe gricfly in the space below the answers to those questions which are pertinent [

i:._ereferenced project above.

I

! 2.

i
i 3.
t
I
I

Describe exactly the .involvement of human study subjects in your research design.

State in detail your procedure for obtaining the patient's (minor or adult) informed

o oo oom  o odeIf the administration of personality tests, inventories or questionnaires is integral

to your study, indicate how you obtain the subjects informed consent (as in #2), and

if you do .or. why.

i Please send one copy of this form to Doris Hosmer, Rm. E328A (ext. 5271 or 5197). Addicio, I

!'_ are obtainable from Anne Herzberg, Dean's Office (ext. 5524), or Miss Hosmer. I

!';0TIF:'Tile CO_RdlTTEE, A MODIFICATION OF A STUDY," OR AN INTENDED MODIFICATION, IN Tills WAY

!'YITUTES A NEW RESEARCH PROJECT AND A NEW REVIEW BY THE COIR4ITTEE ON HUMAN SUBJECTS.
|...... -- - ....

i

t

1.
' t

,i

! .....

t

.... f/

l!-i.
i,i
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NASA- Ames

r

e

Moffett Field, California

8 August 1968

O

O

MEMORANDUM to Mr. J. Henry Glazer

Chief Counsel

<

From: . Mr. Ray H. Sutton

Staff Assistant for University Affairs

Subject: Proposed grant application from Cardiology Division,

Department of Medicine, Stanford University, entitled

"Evaluation of the Cardiovascular System During

Various Circulatory Stresses"

I. This note is in response to your memorandum to me, same

subjec=, dated 5 August 1968.

2. I spent the afternoon of Friday 2 _ugust at Suanford con-

ferring with Dr. Harrison, the principal investigator of the pro-

posed granu. The purpose of my visit was twofold. First, I wanted

to revie_ the findings of the Human Research Experiments Review

Board and to discuss what transpired in the Director's meeting on

Friday morning. Secondly, I wanted to work with him in re-writin_

the proposal in such a manner that it would be acceptable to Ames

management.

3. We accomplished a great deal, and a subsequent meeting

held in my office on the 7th completed the re-write job. We ad-

dressed ourselves to all objections and in particular to those

questions and observations raised in your memo.

4. _at has resulted is a proposal which, in my opinion, will

be completely acceptable to all concerned. It is now being typed

and you will be provided a copy for your further review.

5. With respect to NAS2-4009, it is agreed that the contract

could be terminated without dire consequences and, as a mat_'er of

fact, Dr. Harrison is willing to take the initiauive. Before recom-

mending this course of action i would want to gain the views of Dr.

Sandier. I'll follow up on this probably next week.

co" Mr. Allen, 200-1

Mr. Bright, 200-2

Dr. Klein, 200-7

Dr. Stein, 200-9 -

D:. Sandlot, 239-4A _:

Mr, Rauher_, 243-I -.
l"

R}IS:kmr _

/ /

, " , r' /r, /

Ra_ H. S;atton

., ,
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ih is the objective of these studies to analyze the i_,ech_%is::. _
L ,t

for such deteriorations by providing-information regarding ;posuibie

control loop under study. Two control systems will be studied;

(a) bazoreeeptor syster_- carotid sinus regulation of arterial

blood pressure : ,_I::/

(b) vestal system - neural regulation oe ionotropic and chrono- !ii_

tropic responses of "the heart. _. . ' i!
[

Tests will be carried out to'_termine ,the static and dynamic response[ j:

(by means of pharmacologic agents and/or neuroendoczane mech;_n_-sms) _-

of these systems. Studies during acceleration will provide dynamic !

informer,_on at !_ncreasing g_avita_ional levels which will hopefully

be extrapolatable to zero G conditions.

_"-,_is the eventual purpose of these studies to produce a'

•multi-purpose model fo_ the cardiovascular system. 7t is antici-

. pated "_hat the model •will simplify the study off."ca_diovascular '.

0 mechanics and _den_y r_,echanisms, responsible .fo_ .cardiovascular.. ..

"' ."control _s well as to elucidate adaptive r_,,ech_n.nisms,and:uncove_ those

.;'.,'+.areas• in need of _uzther intensive investigation.. : "/ .i.:;!;i:

• , • . "

;"!.",'_.,_3. Human Proq'_,am: ' .

,.

A major concern ior the animal p2ogra_'n outlined above is an

' °,

identifica'_ion oE those major mechanisms whereby animals _%d man.

maintain cardiovascular homeostasis in _n earth• enviro_%ule'n':--, I't is

• s_dle_ to cDeate a _e,odel "--xom whichthe ult','-nate objective of such _-' ' _
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predictions may be made concerning maintenance oZ ca:'diovascula_ _
. [

integrity during longstanding weig, htlessness , the stresses of recntr_ _

and the period in_nediately following return to earth. Clinical !i

investigation involving human sub.jects will be the only means for

obtaining meaningful results. The necessity for studying h%uT,ans

i_ due to the fact that man has adapted to an erect posture which

cannot be easily sLu%ulated wi_h _ ......_, available experimental

animals. Experimental animals will be used when critical measurement=

' cannot be made in man because of lack of appropriate microtransducerz

L O orinordinaterisktothe suojec:-.
1 " The initial phase of human sZudies will involve characteriz-' !'

[,:. ation off prLmary variables (pressure, volume, flow with respect to..

<_',:/![._time in the cardiac cycle) so as to evaluate the properties of the<

ca:diovascuiar system. These variables will be monitored by trans-

ducers placed on the skin surface or into various vessels (artery, .

veins) by percutaneous techniques or cut down. The new devices

must be compared with current standards of measurement, and the

O
lauter recD4ire entry into the circulation for blood' sampling or

• The.___.e, at has been decided that theseinjection of materials _-4-_ •

initial •studies can be done only as part of and at the time of

•cardiac catheterizations in patients with heart disease. The conduct

of such studies may prolong' the diagnostic study in the patients but

is considered to be without substantial risk to the subject or to
#

_nterfere with the collection of relevant clinical data. in all I

instances the new techniques will complement the catheterization

. procedure, providin_ data heretofore not available or improvin_
i''

cur2en_ methods o! data collection, All methods, employed will

_z_ly adhere to these principles,
°.
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App _0 rich =

As par: of" the manned space progr_n_ of N_A, the Life

. Sciences Division of the _T.es _esearch Center has developed _ n'_;bc;:

of devices •which should have application in the clinical investi-

r

7

I:

f

•. gations of cardiovsscular _unctio'ns.

of these instruments to the space program,' thorough testing bo'_h .

• in animals and man is necessary. The co_,_bined program which is

outlined will allow these transducers and methods to be evaluated

and calibrated.

At the present time the_e are several devices that would be

. o

suitable for study under this proposal. A miniature catheter-tip

pressure transduGer has been developed which is highly sensitive
• t

and is small enough to be introduced into the blood stre_ through

"_ gauge needle.a wl7

Because of the potential value •i!:

0,..

!i

This device is capable of producing hig'h fidelitl,

intravascular and intracardiae pressure recordings as well as intra-

cardiac heart sounds. Conjoined with cine-radiograDhic studies of

O ventricular functian, values for cardiac worke quantitative measure-

ments Of valvular insufficiency, correlation of heart sounds with

intracardiae dyn_%%ics and the effec'_s of intracardiac contrast

i

i
I
i

injections on cardiac function can be studied.

There are a number of specific cardiovascular studies planned

in 'this program. _he five studies outlined below represent the

'..

. ,.'•.0

_....... _nd___n. The sta'_Z at S'_anfo_d University_'_"-:_ projects to be .... _ ......."'_

has _eveloDed a great deal o_ experience with s'hud"es o._ this type

.as i= &e_,onstrated by the p_'_,_a_oLs f._om the group (_e at'haehed
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•bibliographies) .

inary evidence for m_ing them meaningful has been accth_ulated.

An outline of the specific studies follows:

(1) Miniature blo'od pressure transducer."

The blood pressure is one of the cornerstones of cardio-

vascula_ response and a technique for its precise measurement is

Additional studies will be planned when prelim-

O
extre_mely important. _-n additiona measurement of the pressures

generated within the various chambers of the heart is invaluable

0..

fez an understanding of the function of the heart as a punLD.

One such instrth_ent for precise measurement of intravascular

•and intracardia_ pressur e is a miniature transducer mounted on the

tip of a catheter. This instrument has been developed by Instru-

'mentation Division of NASA. its small size (1 _um%diameter)"permits i

i easy entry into the vascular system through an ordinary hypodermic •

["2t* ,

[

•iI

!

; _ [ needle or through a cardiac catheter and facilitates manipulation

O . . .into small blood vessels and the cardiac ch_n_ers. This device.is
°,

: extremely sensitiV@ to high f_equence _ressure oscillations mnd

can_ therefore, be used to record intracardiac sounds; Znitial

efforts will involve calibration and comparison with the standard

techniqaes of pressure measurement.

Me'hhods: Patients undergoing cardiac citheterization

and angiocardiography fo_ the diagnosis of heart disease in the

Departments o_ Cardio!oTy and Radioio&y at Stanford University

School of Medicine '"" be selected as subjects. Pressures wil_W_..

be z_corded using the miniature c_theter-tip pressur_ _.ans_uc_n

•i

[.



iron% various sites in the vascular system .and these measuren_e_%-hs

will be compared with "the" standard fluid-filled catheter s,,stem

,. "using Statham P23DB pressure transducers. High speed records:..

• .'%

i

O

will be analyzed both for pressure wave form and _mplitude. UziAug

computer techniques, Fourier analysis o_ the pressure wave _f°rms"

C)t, .

!

i•

i
|

•'will be performed for purposes of exact comparison. "" I:

.4 Patients will be examined at _est, following isop_oterenol"

.' ad_-&inistzation, during and following exercise and during anglo' ..
' [ •' .: • •

cardiography.

'freq_ency response. Accordingly, it should yield a more accurate

representation of the events occurring within the cardiovascular

system than that produced by standard techniques. Some of the •.

confusihg aspects of'hydraulically recorded pressure traces '' _.

should be eliminated including those due to catheter entrapment,

d_n%ping, and resonance within the system.

• The recording of intracardiae sounds will be further d_s-'

cussed in another section'o_ this application '_..
• . ..'

0

(2) Vol_ne anqiocardiogra'ohic studies.

Introduction-. Angiocardiograph_ is routinely performed

•... in the Radio!ogy Department el Stanford University as part oi •

the evaluation •of patients with a wide variety of. cardiac

abnormalities.

i
- °

.!i
!,

•' Ii

_j

r_
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These studies require injection of radiopaque contrast

n',aterials into the h'eart or blood vessels with simultaneous

,'. "cine or serial x-ray filming. Using the techniques developed ,,

by S_ndler and others, an estimation of volume of the various ,'.

O ':':difficult to measure by other me_ns but they are _mportant

features of the hydraulic analog of car_ov-_u_ _.c,,,_._._,,.

_:ethod: This technique will be validated by conventional
i

es':'-iu_ates of car.disc output (Fick method, dye dilution).
• 0

1. Patients with mitre! insufficiency will be evaluated before.

O

I,

i,

f

heart ch,_n_ers can be made using these films. By measuring the:; !

possible $co compute stroke volume, cardiac output, and the work. " :.

O_ the heart as it functions as _ pump. These parameters are ... _.'.'!. [

, I

f:
!,

i
l

and after surgery for replacement, of mitral valve. Left ventricular I:

•a.%giogr_v,s will be performed at rest in all instances. In suit- i

abli -.,...i• - 'p_,ents, angiocardiograms will also be performed following

isoproterenol infusion. " i_

2. Left ventricular angiocardiography will be performed on patients !.

i
who have idiopathic hypertrophic subaortic stenosis before _nd

after propranolol administration.

3. Le_t atrial injections will be performed on patients with

mi£ral insufficiency. Particular attention to the change in left

atrial dimensions during the various phases of the cardiac cycle."

will be r_;ade in an attempt to validate the concept Of systolic •

i •ex_,_ansion of the _ =_" ' "__._ a'c_um as a x,ech_u_sm fez the production of

['

' ' ' _.e_ve in patients without pui_,onary hyper-.'...•a'o_arent r:gh'a ventricula- _ '_ "'

':'....tens ion. .
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4. Patients with arteriosclerotic heart disease will be studied

usin 9 left ventzicular i_jections in an attempt to evaluate the

'capability of these hearts to perform work'.

!,

!;

!

5. The angiographic studies of volume will be used in assoc: at, on

with the high fidelity recordings of intraventricular pressure. .... ,

• tO determine, force velocity Curves for ,-n_act " "' m_,_ _" [I!

i: will allow characterization of cardiac function in terms of basic _

n'_uscle mechanics which have heretofore been available only in _

Oh: : isolated preparations. ' :!'/:.::':'i.. i[

(3) Fiberoptic$ instruments - central venous oxvqen ii
saturation monitorinq: " •

_t has recently been sho_ that the cent2al venous oxygen II_
, |'

• lsaturation may be a useful indicator of cardiac function following

acute myocazdial infarction. 7n sor_',ecases the firs_ clue to the i

in-_uinent onset of cardiac failure has appeared to be a drop in i_i_

the central venous oxygen saturation, which was measured by means [_.b

0 '• o .

of an oxixae'_er. ' " " _:

Thus fa_, because o_ the necessity of removing an aii_aot I

of blood from the patient, measurement of .central venous o_jgen [:
i

.--._a_lun has been intermittent. The use off a fiberop'_ica instru- _!

• !!ment. would permit constant monitoring of .oxygen saturation over i:

• long periods of tLme. '-2hus, it would be possible to define precisely }_!

• ili.I the value og CVS02 as a predictor of congestive heart f_iluza rand .,

decrease_ _'_%yocardia! =" _ _- _ -

i
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Methods: Patients will be studied by these mean&. All

O

• . °

1

I

will occupy beds in the Palo Alto Stanford Hospital Coronary Care

Unit, where it is currently standard practice to in'serf a central

venous.catheter for venous pressure measurement. Thosepatients

"-_hoi on the basis of extent of infarction, or presence of hypotens!on _

or hear_ block, are most likely to develop congestive heart: failuro
[

will be studied..

These investigations will enable us to determine how useful

_:_easuremenU of CVS02 as an index of myocardial function is in

following patients who have sustained myocardial infarction. _'

(4) FiberoDtics - Aortic insufficiency.

I'_ is known that following the intravenous injection'of

ca_'diogreen, there is a d,s_e_e increase in arterial dye coneen-

tration %Jith each systole. These increments taken togethe2 _ce

O .

_referred to as a step :- _-_.unc_.on, and they can be sensed by a

V Fiberopties instr%u_.ents .with "the catheter in the aorta, in aortic

insufficiency, the systolic increases in arterial dye concentration

Qccur, but there is 'also a progressive decrease in dye concentration

during diastole. _t has been suggested that the degree of aortic

insufficiency can be estimated frQm the change in aortic dye con-

centration during dias'_ole.

We propose to compare estimates of aortic insufficiency
o

obtained by the _iberopzic method with those derived _rom left

ventricu!ar angiography.

I.

!:

e

r

i•

¢

'i



_&ethods:

//f..c

Twenty patients will be •studied. Complete rio'hi an,z

I:

I:

:

left heart catheterization will be done, %_ith volume lelt ventric'c_-".iil
0 m _

•:•,:,"_n_iogre-_s (biplane cine) and estimates of _ount of aortic in_u- i

_ficiency by means of dye dilution method. The results of,the

: _o methods will then be compared, so that the reliability .of the'"
J

latter can be determined.

t
L•

0 (5) Qriqin of the first h .... sound.

The source of the first he;-rt sound has been' the subject

of controversy. Some ascribe it to closure of the atrioventricuiar

valves •pe2 se and some feel that it is not directly due to mit/ai

_d "__ ' ""_" '..lc_pad valve closure.

Recently an adaptation of the aortic valve homograft has

been accomplished so as to permit replacement oi diseased mitral

valves with the homog_aft. The homograft is sutured to a te_lon-

,

covered titaniura ring, which is then se_% into the recipient's

mitral annulus.

!,'t ".,'l

; ',:,,pheral arterial pulse contours.

' 0

t

An assessment of the new homograft's function has been done,

including left ventriculography. Xt was noted that when the ring

Of the _-_'_homog.._ is in profile, the movements of the valve leaflets

are well seen. Thereforea it will be possible to relate movements

of the valve and •annulus to heart sounds and ventricular and peri-
0

'

I
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Methods: Twenty patients will bestudied three to six

,.on_n_ following surgery._ In addition to hemodynamic evaluation_,

each will undergo left ventriculography with a simultaneous

phonocardiogram and cine-trace. In add_ion, intracardiac phono-

cardiograms will be done, while intraventricular pressure is

Several patients

will be in normal sinus rhythm at the time of the study.

O
• . into the genesis of the sounds.

• [

: i" ;< ....

it will be possible to relate precisely the movements ol

the mitral valve and annulus to theheart sounds, to give insight
0 •

• , ;

!

b_

I•

°_ _

0

i " l.:,'.i. : ' ' The use of human subjects in this study will be handled in .. _

::i the following manner: '.

.... ':';._ Xn order t'o clarify the human involvement, reference to
• _i

National Xnstitutes of Health Procedure and Policy Statement #129 I

.as _nun_ended July l, 1966, and to Ames Research Center Program Formu i _

lation #_MM 7i70-1 issued on July 15, 1968 is necessary. 'This

proposal was considered by the Stanford University'Con_uittoe for

Insitutionai Assurance on investigations involving Htuzan Subjects.

(The establishment of this committee and its activities are outlined

in Attachment A. ) The h'_man research is to be conducted in the

CirdJ.ology Division, Department of Medicine, and the Diagnostic •

• "" S_an_o_& University school ofDivision, Department o_ Rad_o_ogy, _- " = _

Medicine, Palo Alto, C_..,o_,la, in the Staniord University Hospital.

........ z_l _ _ • _ i
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The principal and responsible investigator is Dr. DOnald C. ila=rison, !

.i
Associate Professor of Medicine, Chief of Cardiology Division.

_he co-investigators for the human research are Dr. Lewis Wexler, i

Assistan'_. Professor of Radiology, Department of Radioloc_, ;c.,.nd" _
"i

Dr. Ralph R. Gianelly, Instructor in Medicine, Departmen_ OE Mcdicil%a

These individuals are physicians with Board q_alification in thoir

subs2_ecialty. All oZ them have had significant experience in
r

cardiovascular diagnostic methods and in human research. Dr. Harold

Sandler will work in association with these investigators and their

suaff. He will work in this capacity as a government employee and

will no'h be compensated by Stanford. He will not have responsibility

for '_atient management but will perform measurements as part o#

the clinical investigation. During :ahese studies he will manipula.te

, catheters and do minor surgical procedures. In no case, however,.
qj'_, %

_:'i:.:will he have the primary responsibility for the patient since one
J

' Of _he above-n_/_%ed physicians will De in attendance.

Purpose: , %_nree specific purposes are viewed for th_s human

, research. First, the testing of new microtransducer systems and

_heir standardization by comparison with older standard transducer

systems. Secondly, with the higher frequency resolution for pres s -

ures, sounds and rates of change of pressure these new transducer

systems will allow r_o_e sophisticated definitions of the cardio-

vascular responses to various circulatory stresses such as exercise,

hypoxia and changes in t_e activity in the sympathetic nervous syst_n%

e

• 'Thirdly, the demonstration that these, trar_sducer sys_"_'*'_,.._can bc use_

safely Zoz longer periods of _ime.



Specific plnn of studv is to use the new micro pressure

and sound transducer designed at the NASA installation at ;hu_es for

the recording of pressure in the arterial, and venous systems and

in the various cardiac chambers and for the recording of va!,J_!ar

sounds within the cardiac ch_er. These investigations will re-

quiro its use in approximately 20 patients. Patients who have

cardiovascular disease and are undergoing study by standard 'methods

""'_tilizing'generally accepted methods for measuring pressure, sound.
[/, .

• ) *-_ y°"

#_:_ and flow will be used for these studies• None of these patients .

will be undergoing the 'study exclusively as a research project.

After pressure and sound recordings are made with standard equipment

the new and mot, sophisticated transducer systems will then be'

' used for recording sounds and pressures in the s_me areas of the

iear_ and vascular system.
• b

: in order to study more effectively the Zunction of the heart

as a p_np and define its activity in mechanical terms it _is necessary

O to do angiographic procedures which allow the study of instantaneous

changes in cha_e_ vol_e. _hese-ingiographic studies are carried

e

• .OUt in patients lot the purposes of diagnosing their cardiac lesions
6

0

_t is notw.-_h the transducer systems available _"• At the present time __

_ 'possible to assess the michanical function of the heart muscle

• " e

__ directly. In approximately 20 patients undergoing angiographic

study 'for diagnostic evaluation of their hea_a disease special

Q

• angiographic techniques will be used so that it will be possible to

q.)I_ ,

t'

iL

i

determine the vol_u_e and the changes in v61_T.e o_ the cardiac cha_ez_
"k

[ •

_%es_ do not represent addition_al studies but repr_se_%_ a change in

,.. •t d



the design of the angiographic equipmenc used ior recording the'

studies. Although the length of an individual study may be p_o -_

.longed no additional risk of injections oZ contrast material oz,

catheter manipulation will be involved. /'-"i'i _'

•. The attempts to assess changes in oAqIgen saturation by ._ '' ii
reflectance oximetry Utilizing a fiber optics catheter left /

" i!• . _ithin the vasculature will be carried out in patients who have "'

" had a_te heart a'dtaeks. At the present time catheters are placed _i

<::in the vasculature and blood samples withdrawn intermittently for :. _" _

oxygen determinations. In these patients fiberoptics catheters

i

.will be introdu'ced and long-term sampling on a continuous basis oZ. [

oxygen saturation will be possible. Again, this will not be carried i

out in patients strictly as a research project, but.the monitoring

which is carried out will be used in patient care and should.mater-

ially aid these patients. The correlation of these changes in

oxygen saturation with the status of the patient, will allow a more

O p_ecise determination, of the function of the heart as. a pump..in I_

addition to this it should demonstrate the feasibility of long-term

monitoring with this type of equipment.

• All of the instruments which will be used in these studies

:have had extensive testing for durability and safety in animals.

.,, Their use.in humans.will allow a more precise evaluation of the

. / ffunction of the heart. They will not, however, be used in normal

patientsand the information gained with their use should be helpful

in. determinlng the necessary treatment for the patient. In view

t '{'
!

$.

! ,:', L;."
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of the extensive laboratory testing', the hazards Zrom the use .

such' p_-ohotype transduce'r systems should be comi_arable to that ol

standard cardiovascular diagnostic procedures. They include tlne
I

possibiliiy of damage to an artery, the occurrence of a cardiac

h_rhythmiaard the possibility o_ a blood clot forming On the

_ransducer system being used. All of these hazards are minimal.

The instr'_ments wili at all times be used under the supervision of

the investigators, whoare physicians, in a laboratory where standard

_onitoring techniques on a continuous basis for cardiac arrhyt_mias

has been established. Standard resuscitation equipment and surgical

means for correcting any d_T_age to a blood vessel are available

in tl%ese laboratories. These proposed saiety measures are utilized

on a continuous basis in the laboratories'where these studies will

be carried out.

September l, 1968,E'z'p_ected duration of the studies:

°_G +'

P. •
I"

i_.
!
r

Is

_.

)

[

I. _.

i

l

i

I

th__ough August 31, 1963. Only a small number of studies will be

O
carried out at any one period of t_e. It is expected over the

period of this grant that at least 80 human subjects will be used

for these studies. The subjects will be selected because they.gre

undergoing standard diagnostic procedures for weil-est_mlished

cardiac lesions. These criteria'for selection of patients for the_

studies have been well-standardized il the Cardiology Division of

.° +,,

the Stanford University School of Medicine. They include a patient

with signiZicant cardiovascular s_ptoms in whom cardiac surgery is

.. contemplated, The need for the study is to define more precisely

• :' ,.. the lesion which exists and how it would be expecuea'...... to res2on_ _

surgery. Du_ing the p_ocedure the patient may experience m_r_+a-'
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pain but precautions for local anesthetics and seda6_on wn._.cn are

given to all patients n%ake it unlikely that significant pain o_:

,inconvenience will occur.. All patients are free to withdra_._ from

t/he clinical study and the _esearch at any time. Subje.cts %,ill no; _.

be paid since they are undercjoing study for their disease. No

• _'_',e&n_oi compensation is provided Zor patients undergoing such

s'_udies. ._ne diagnosis which is determined in %hese studies will
g

be discussed with the patient. Additional information obtained durin£

investigational procedures will be presented where it helps z define

the heart disease and function, it is necessary for this to be'done

fo_ the patient to m_e a decision regarding whether or not he should

have cardiovascular surgery. At the time of discharge from the

hospital each patient has a w_.'itten hospital summary. This hosDitai

summary will ]ge provided to the responsible officials at Ames Research:

Center. 7t will specifically state what procedures were carried 'If

ou'_ in the patient and whether or not any complications ensued.

_nis will be a szandard surama:_y _ich is provided to the patient's

referring physician bu'h will include _he statement about the

• • use o_ the transducer system or special angiographicprocedure.

':" "' '' "' _' f i
L

Attachment B is a consent form which will be used in these

patients. The general nature of'the attached human research form of

consent is such that it can be used for all of the studies outlined

°

under this proposed granu. No subjects who are r_%inors will :Oe' USed

in this study so no special permission form for consent by parent o2

guardian is included. The co_en-h form c'omplieu wi%h ;_n%es ........
o

/_v_v_7170-1, July 15, 1968.
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Evaluation of the Cardiovascular System

Durinq Various Circulatory Streszes

SUMaV_ARY

°

The proposed grant is for the purpose of establishing an

exlDerimental progr_um for combining the scientific talents of

the Cardiology and Radiology Divisions at Stanford University .

0
i .School ol Medicine with those of Dr. Harold Sandler in the

_i.:,..National Aeronautics and Space Agency p_og_m a_ Moffett Field.

_:..,."_uale_ will be carried out in human subjects and in aminals to,
d _

%

determine the circulatory responses to a n'imber of physiological

0

st:gesses so that the adaptive mechanisms of the circulatory

0

O.

°
6

_"ztem. in meeting these stresses may be more completely, defined.

The initi'al developmental part of .the program will involve an

'evaluation and calibration of new microtransducer systems for

recording pressure, flow, volume and the regional distribution of

flow. These sophisticated systems will then be used to evaluate

the effects of exercise, hypoxia, changes in neuro-endocrine

stimulation and pharmacologic alteration on the circulatory system.

The analysis of thes'e responses will allow the construction of

a mathematical model of the circuiato_ system and the adaptive

mechanisms involved in its responses to various ty2es, oZ stresses.

I% ks anticipated that these studies will provide a back-

ground on which p_edictions can be made re_arding the,, effects .OZ

[

i
I/

!:i
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,: long-term space flight on circulatory adaptation. Since it is i

•' not possible to carry out these studies in human subjecZs in [

,. -_-pace _gh_ it is essential that a _ --__e body of information be 1
1

: 'mnalyzed during circulatory s'hresses to p_edict the changes %qhich

'i .
!..;m_S_-'_ occ-ar. The studies outlined in this proposal are primarily .

• ' j..

direci_.ed toward understa.nding, the adaptive circulatory mech-'_._'%isr_'u._

._.hich mi_'ht be important by studying them in experimental -nni_,als

and in h_'_%an s_bjects %_i_h diseas_ under a variety o_ conditions, I
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• v..,.asoures =he Public ileai_h Semzic_ _ha= i_ _zili eo=ablish and m_inhain : : ...,11._ • i_

_dvisory group_ co-_2,egcn= :o review planz of i'nve=Zlga_ion involvin_ i ' '"'; :i,.. ,.." I

'.,_:.' '...hu..-_ subjects a .n,_¢or _o Ini_iazi0n of inves=iga_iona_ go insu=e adequa_ ,",.'.;:.."_i

., _:..' sa_'egua_d, Croup revlcwa aria dec',r.lons w_! oe ca_z',_cd ouZ "_n _c_e:o_co ../'i. """:' !:
"i...":",'.'_0 (i_ _ha zigh_a _nd _clfarc Of =he indlvidualz 'invo!ved_ (2) _ha .:,:":j.';':'".:5_:"..h:
_.:.t_.v_ann_o._£aUcnes_ of _ha _hods used _o ob_ai_ infor_ad conscn_ e and !... '_:/'.'..,?: ..

[

','"::',:'."(3) _ho =i_::u _nd po_en=ial _adicai benefits of _ho xnvc_=ga_'-ono. ,:,.::,.,./;.,.'
.,, ,.,., ..,.'.:.,. , .':''.... _,

'.:..:: • _.'ha Insl::l.i;u_io_ a;-_o a_l:aaa ..o e:;,:_;;:_:i._a _u:,.w'a.,.ll,,nce off _,t,S-_u.'L',po_t:_a ..,":.,..":':_...h I:7
I I • ,. . -. ... ..... - _ • , • . - ':,..,,.,..'": .
,' ':.'_"" ,. p_'oJac_s us___C human _.u_Jac_; _.o= changes in p,o_ocol wn,¢a _y aloe, ::':: ,':.":"' I

.t _ha i'.wcs_Igauional situation _r_h :_ga.-d _o =he c_i_e:ia ci_e_ above, .,;::,,.., ,.,.:.:..

': ': _he Insti_ucion fuz_he: a=sure_ _he Public ;_eai=h Se':vlce _ha_ it ,,rill . .,...:,.,..:.
• _ p_ovldo advice .a_o consulZa:ion _o inve_iga_o_'_ on _Z_e_o. o_ em_loyi_ .."""...';',;....,:'[:,

human subjects in inuas_Iga_ion_ and also _ha_ i_ _il_ _o-vlda _%a'Zcv_= . ,''''.
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• " " inves_oa_-.o_%, P,ecords ":" "," ......._ighzs and "_'Glfara of human sub_ec_.o _,nvolve_ in "- ~" "

• . . Of g_oup review and decision on zhe USe of human sub jacks and o_ Info_-e_.':'.:'..: :.':'.

'-":'"' consent; will b_ 6evolopad and k_p_ by tho " ..... <

..'."' ._zzached 'a_;pa_'_ of =hl.s _:a_c=_n_ a;:o coplc_ of. policy and proccdurc o_. ;..:'...:"

""':.:. " '_h_" i'no"'~'''_u_On._ff.th _egard to u_ o_ hu_u subJect_ in invcs_iga_ion_ ::'.,:.;'i.,"...

"" • as _-m'IZ.as a dC=czlp'_ion oZ zhe g=oupO utilized _o _eview .pzoJec_a" fo_ . ' :''
•. """ enfouc_T._.n_ o_ i;hcae pol!clob _nd _h_ _,_e='IP- which =ha Institution

e

,.* ...
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Ih=IESTIGATION INVOLVING libYaN BEINGS:

Gc:_,_ral Clinical Research Review Committee

john %4. i.'arquhar, M.D., Chairman '

ncipa!

,:_tiga_or (s)

le

. . .... _ _r

STANFORD UNIVERSITY SCHOOL OF ,'_D,C_N..
J

REQUEST for INSTITUTIONAL APPROVAL of CLI_NIC_IL i%ESEARCK a_-d

ALL SPONSORED ,_,ESEAI<C_I-

(Name)

Da_e

(Title of Po&i_ion)

".,-_ _:o.

pc of ...... ''_ion;

:2 ,h:l_;,E ,"iT

Research _^_

Training Program

Research Career

Program Project"

PERIOD: From To

Research Center Revision

Fellowship. Supplement
New Continuation

Renewal

APPROVAL OF

DEPT. EXECUTIVE ' :

SIGNATURE PRINCIPAL Ih_ESTIGATOR

_his application is a continuation year, and _he involvement .of human subjects remain:_
ac=_l as previously approved by the Co n%mi=tee, please initial Principal Investiga=o_l

Describe briefly in'the space below the answers to those questions which are pertinent

_he'referenced project above.

I. Describe. exactly the involvement of human study subjects in your research design.

2. Sta_e in de£ail your.procedure for obEaining the patient's (minor or adult) informed

consent and attach a copy of the consent form which is integral to that procedure,

3. if the adminis_ratlon of personality tests, inventories or questionnaires is integra

to your study, indicate howyou o_tain the subjects informed consent (as.ln #2), and

if you do no_, why.

Please send one copy of this form to Doris Hosmer, Rm. E328A (ext. 5271 or 5197)* Addic_

rms are obtainable from Anne Herzberg., Dean's Office (ext. 5524), or Miss Hosmer.

". CI-LtNGE IN ZqiE INVOLVEMENT OF }IUMAN SUBJECTS. IN. THE RESEARCH DESIGN REQUIRES AN iNV=STICAL" "'_

N THE CO_ITTEE. A MODIFICATION OF A STUDY, OR AN INTENDED MODIFICATION, IN THiS ......'
ASZI_.J_ES A h'EW RESEA/LCK PROJECT AND A NEW REVIEW BY. THE C0>Lv_ilTEE ON HUMAN SUBJECTS.
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SPECTAL CONSEh-T FORM

C._tl., -

Z/ y< ., ]

Principal Investigators:

i<i
I

=

,.. 'l. < Du_'ing,_ the course of your diagnostic evaluation Io_: you_: I

,i'..,..., n_a,'t disease new instruments to measure blood pressure, ]=c?i_-"- _
' ] : . sounds, and heart volumes will be used. The xol_owin9" dCscz<ii_%io__ !

• o- _hose procedures _s _ncludeQ for your evaluation of them.

.. .. _hey are mnvest_gat_onal bu_ w_ll be checked against the standard

. i.... "types of measuring devices which we use. It is likely that the .....
_.._ add_-tional information obtained with these new instruments will' :'

be oZ help to your doctor in deciding whether or not further ' " _'
, .," . °' ," ,,

- '" treatment of your heart condition is necessary. " ' ."i iii'i[
i

2.'.'iTitle: Evaluation of the cardiovascular system during .various '.'h

' _. " .i /i: circulatory stresses.

3. [
Donald C. Harrison, M.D.

Lewis Wexier, M.D.

Ralph E. Gianelly, M.D.

4. SDecinl Investigator:

O

5o

i

Harold Sandier, M.D. Dr. Sandler will.

assist the principal investigators in
the studies outlined above.

Nature of studies. During your catheterization or angio- .

cardiogram, pressures, o_ygen saturations and volumes will be

recorded by the standard equipment in these laboratories.

After this, special measuring devices will be used to record

the 's_ze values. These measurements are investigational and

utilize measuring devices which have been extensively tested in

the laboratory. Their use will prolong your study but the risk

to you is considered small. The recordings will'be made during
rest, exercise, and in some cases, drug infusions. We believe

these special recordings will give us added information about

your heart and allow us to make a better decision abou_ your
treatment. _

Foreseeable inconvenience, risks, and discomfort:

Slightly prolong your study..

Possible arm pain (local anesthetics will be used)

Damage to a blood'vessel or blood clots.

Cardiac arrhythmias

i.

2.

"3.

4.

.Every e_fort to assure no complications will be made.

,:. Donald C. }larrison, M.D, . .

_:"'?, ' Chief, Cardiology Division
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Pn_:t I.Y - To be completed _y natient

N0_"E TO ._E PATIE_V2:
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READ PART I CAR_FU-LLY. IF TIi_2_E IS _,_T_*--

iN PART I YOU DO NOT O_UDE2STAI_, AS','{O_ O_

_ DOCTORS WHO WILL DE COndUCTING

STODY FOR AN EXPLANATION.

I hereby agree to participate, as a patient, in the tests

_ _n_s form.described in Pa_ I oZ _' "

i _u.aware of the possible foreseeable harmful consequences

that may occur. %_ne doctors have explained the procedure s

to me in a language which I can understand.

ackno_¢ledge that my consent has been freely given and that

I may wi_draw my consent at any time. "
• . ....

• ' . . /'-" . . ..

." j

The foregoing shall not be construed as a

release of the physicians of Stanford

Medical School from any future liability.

arising from or in connection with the •

tests or experiments in which I _1 to

participate as a subject. - • :

o

Date

,% •

• . . " . ..,..

• i :i
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NASA-AMES

Moffetc ?ield, Californla

Yebruary 26, 1968

MLMORANDUMto J. Henry Glazer, Esq.

Chief Counsel .

From: Joel s. Primes

Law Clerk

Subject: Protections afforded under the _aws of California

to contractor employees who are the subjects of

human research within the meaning of Paragraph 2b

of AM 7170-1
i
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L_TRODUCTION

California's compensation statute-is a liberal law, construed to

afford maximum protection to persons within the direct scope of Induscrlal

physical risks and financial losses. It is composed of an exclusive

system of employer llabili_y wlthout fault, based upon insurance concepts,
*

RiEh_s and remedies of che system's beneficiaries rest upon status in

an employer-employee relationship rather than upon either tort or contrac_

principles. The purpose of the law is rehabilitation, not indemnification

for damages under neglIEence law. CEB: Callfo_nla Workmen's Compensation

Practice, B 1o28 (1963). i "

The imposlt_on of liabilitywithout fault and the statutory !

admonition of "liberal construction" in favor of compensation coveraEe

reject common law concepts of tort liability. Moreover, Cal. Const, A_to ,

XX,_ 21 authorizes the adminis_ratlve procedure for handling workmen's

compensation, provldin E that "the administration of such leglsla_ion

shall.accomplish substantial Justice in all cases expeditlouelypinexpenelvely_

and without incumbrance of any character", i i ,.,

"The Roseberry Act, Stats° 1911, oh. 399, elimlnaCed the fellow .... ,_..

servant and assumption of risk doctrines and markedly proscribed the ',

contributory negl_ence rule. Lab. C. 2801 states: , . _

"It shall not be a defense that: '_ '"

a) Thethehazardempl°yeecomplalnedeltherexpresslYof.,,or. implledly assumed the _iskof ! -

The risk of the "hazard complained of" has been interpret_ed to include

both the ordinary and extraordinary risks of the employment, Tubbs v. Stone

WeSster Constr. Co., 159 P. 242, 30 C.A. 705 (1916). _n Tub_s, employees

after emp_yin_ their wheelbarrows, ordinarily continued around an eleva_edl

circular runway to a refillin_'point, The plaintiff was injurled, when

he fell off the runway while passin_ anothe_ employee when he returned

the same way he came p_rsuant to an order from hi_ foreman, The court_"

•li
159 _. at 245: _ '

"The _ct does not use _he expression ,_tsk o_ the employment" buC
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"risk of the hazard complained of", and this is broad enough

Co include both the ordinary and extraordinary risks of an
employment",

o,

(,

The assumption of the risk defense being statutorily eliminated combined

wi_h the libe_al interpretations given Norkmen's Compensation laws by

C_lifornia courts leads to the" conclusion that recovery under the Act

would not be barred by a"_employee who voluntarily assumes the risk of

paztlclpatlng in a hazardous experLment as a part of his employment.

The Tubb_.__scase displays the liberal approach used by the courts to.

allow recovery. The California Workmen's Compensation legislation was

painted wi_h a broad brush to allow Judicial discreti0n with a view ..'

toward protecting employee's injur_ed on the Job. '

EMPLOYEES COVERED BY WORXHEN'S C0MPENSATIONLAW

There is a presumption that any person rendering service for ahotherp

other than as an independent contractor, or unless expressly excludedp is

an employee. Lab. C. _ 5357. Additionally, however, either to clarlfy_he

law or for reasons of public policy, the Legislature has defined

"employee" as every person in the service of an employer under any
e

appointment or contract of hire or apprenticeship, express or implied,

oral or written (Lab. C. _ 3551). The following classes of workers have

been singled out as groups for speclal inclusion: .

1) Persons unlawfully employed (Lab., C. _ 3351).

2) Aliens (Lab. C. _ 3351a).

3) Minors, Zbi__d.
4) Elected and appointed paid public officers (Lab. C.'§ 335Lb).

If the injured person was actually .performing service for the alleged

employer at the time of the _njuzy,' the burden of proof to exclude him

from =he protection of the act, as an independent contractor or otherwise,

•is on the alleged employer, Lab, C, _ 5705, However, if the service is

voluntary and without compensation, there may be no employment relationship

on which the employee can sue under the act, Zdwards _-b _.... ollywqo, d _anceen,

27 C.2d 80:1w 167 ?.2d 729 (3946)'
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u-t/RISDICTION

3. p.

If the employment contract is entered into in California, the

Workmen's Compensatign Appeals Board has jurisdiction over the cmployeels

.injures even where they occur on the property under the exclusive Jurisdiction

of the United States. 40 UoS.C. 0290, effective June 25, 1936. See

appendix for complete text of _ 290.

o

40 UoS.C. g 290 provides that State compensation authorltics may

apply the local compensation laws to federal property within their

respective boundaries in the same manner as though such property were

under the exclusive jurisdiction of the State. The statute revests Sta_e

jurisdiction which, presumablyCongress thoug|tmight he divested by the

acquisition and ownership of the land by the United States for Federal

purposes. Thus for purposes of workmea's compensation laws the United

States of America has vested in the several States within whose exterloE

boundaries such place may be the right, power, and au_horlty to apply

the appllcable States workmen's compensation laws.

The case of Travelers Ins. Co. v_=..Cardillo, 141F°2d 362 (1944)

displays the functions to be performed by the statute:

"The effect of the federal statute extending state workmen's

compensatio_ laws to buildings of the United States was to

restore the status quo ante, and the purpose was to make sure

that contractor's employeesworking on federal buildings in

a federal area would be able to recover compensation benefits

for disability or death".

The remedy under § 290 is exclusive• In Waliach v. Lieberman, 219 F. Supp.

247 (1963) an injured painter was precluded from any recovery wher_ he

had recovered in the State compensation pr0ceedings.'The painter wan

injured when working in a po_t offlcebuilding and it was held tha_

the applicable State's workme_'s cgmpensa_ion laws we_e blnding.
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EXCLUSIVE RD_'DY UNDER COLV_ENSATION LAWS

_e California compensation act provides that the liability for

compensation it furnishes is "in lieu of any other liability whatsoever I'

to an.v person ........ without regard to negligence", that may "exist

against an employer" for any Injury or death arising out of and in the

course of the employment. Lab. C, Q 3600. Therefore, when the conditions

of compensation concur ¢Lab. C. 3600) and the employer has insured the

payment of compensation benefits by the required insurance carrier

(Lab. C. 3700), the right to recover compensation under the Labor Code

is the exclusive remedy for injury or death of an employee against the

employer. Lab. C. § 3601, § 5381 _,Law v_.%.Dartt, 109 C:A. 2d 508, 240

P.2d 1013 (1952).

In addition to this limitation phrased in terms of the employer's

liability the statute declares tha_ except where the employer has failed ""

to insure the psyment of compensation, the right to recover compensation

is the "exclusive remedy" against the employer for injury or death

wherever the conditions of compensation exist. Lab. Go § 3601o Pope Joy.

v..=.Harmon, 37 Cal,2d 159, 231 P.2d 484 (1952).

The exolusive compensation law remedy supersedes the common law in
e

the field of injury to workmen in the course of their employment and

creates a different standard of rights aRd obligations in substitution

of all prior rights and actions agalnst such an employer based on the
/

fact of the employee's injury or death. Treat v. Los Angeles Gas & glee.

Co_., 82 Cal. App. 610, 2565P. 447 (1927). Where the employee's injury

is wlthin the scope of the compensation laws, and the employer is _n facCi

insu=ed, a court of law has no authority to render Judgment foe recovery

of damages by the employee from the employer. Baughv_=.Rogers, 9 C,Z.C.

141.144c l. 200.
°

I. Except whe_o the employ_r_ .fa:Lled toppa_:cua%%e_:he p_yment of oompenea_ion..
:£n which event Lso, u. _ _,vv _ecomee . . '

u o
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EMPLOYER'S FAILURE TO I_SURE

A) Unintentional Failure: -

If an employer fails to obtain insurance or to self-lnsure as

required by the compensation act, an injured employee_ or his dependents

in the event of the employee's death, are entitled to maintain an action

at law for damages, or to file'a_ application for compensation with the

Industrial Accident Commission, or both. Lab. C. Q 3706° The action

for damages may be brought against the uninsured employer even though

he has voluntarily met the requirements of compensation by furnishing

all necessary medical care and payment of wages during th_ period of

disability. Ciffln v. Bloodworth, 28 C.A.2d 522, 82 P.2d 953 (1938)°

The employer is deprived of the defenses of contributory negligence,

assdmption of risk, and fellow servant rule. It is presumed that the

injury was due to the employer's negligence. Lab. C. § 3708; Goss v.

Fanoe, I14 C.A.'2d 819, 251P.2d 337 (1952). This presumption of

negligence of the uninsured employer may be rebutted by evidence to

the contrary. Judd v. Chabe__k, 162 C.A° 2d 574, 328 P. 2d 245.

_r
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The employee may even attach the property of the employer in an

amount fixed by the court (Lab. C. _ 3707) or the Commission may direct

the issuance of an attachment to secure a possible compensation award

(Lab. C. _ 5600). If a final sward against the uninsured employer remains

unpaid for more than ten days, the Labor Commissioner may take an assign-

ment of it for enforcement. Lab. 0. _ 4555.

B) Willful Failure:

If the failure to insur_ is willful, the employer may be liable for

additional penaltles. Ee maybe criminally prosecuted and his busines6 may

be abated as a public nuisance &f the violation is continued. Lab, C. § 3712.

_n ad_$tlon, the_e mus_ be a _en per cent _nc_ease in the amount of compen-

sation _warded to the tn_ured employee, and r.he omployer may be'liable

fo_ all attorney's fees. Lab. C. _ D 4554, 4555_ . ,
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The only remedy of an employee injured while working for an excluded

employer is a civil suit for damages. The basis of the suit must be

ne_li_ence on the part of _he employer. Lab. C. _ 2801. Those employers

not subject to state jurisdiction may, by affirmative action, bring

themselves within the application of the compensation law, and theiE

failure to do so, lf the matter has been given deliberate consideration

represents an exercise of a personal choice. Lab. C. _ § 4150-4156.

• /

EMPLOYER'S DUTY OF CARE:

The' employer is required to indemnify his employee for losses

c_used by the employer's want of ordinary care. Lab. C. § 2800. _The

employer must furnish safe employment and a safe place of employmen=,

using all safety devices and all practices, methods, and operations

which are reasonably adequate to render such employment and place of

employment safe. Lab. C. _ _ 6400-6403. The construction, occupancy,

or maintenance of an unsafe place of employment is forbidden by law

Lab. C. 0 D 6404, 6405. The employer is not, however, required to

furnish a place of employment or appliances which are absolutely.safe,

but only those which are reasonably safe, having regard to the

character of the work. Telle_vA_Schreyer, 158 Cal. App. 2d 248p

322 P. 2d 259 (1958).

k
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The employer is under a duty to make reasonably careful inspections at

reasonable intervals to learn of dangers that are not apparent. The

extent and frequency of such inspections depend on the nature of the

things to be inspected, the danger to be anticipated if inspections

are not made, and Qther factors which show the reasonableness of the

employe_'s conduct. Devens_Goldberg, 33 Cal. 2d 173, 13 C,C.C. 293.
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EMTLOIq_NT CAUSL-_G _MPLOYEE TO OCCUPY DANGEROUS POSITION

When a person's employment brines him into a position that

becomes, or is dangerous, and he is injured there while acting in

the scope of employment, California courts have of=on allowed recovery,

The following cases exemplify the extreme positions taken by various

California courts to uphold benefits to employees injured while on

the job. They show that the defense of assumption of risk has no

basis in determining recovery against the employer for injuries to

employee's occurring within the scope of the employee's employment.

• ) -

In Industrial Indem. Co. v.._.Industrial Ace. Com., 95 C.A.2d 804,

214 P.2d 41, an employee of an inn acting as a bartender was killed by :

a shot intended for a customer during an altercation in which the

employee took no part, h ls death was held to have arisen out of the

employment.and was therefore compensable. The court reasoned that

since the employment required him to be in what turned out to be a

place of danger, then the injury occurred in a hazardous occupation

or location. Recovery was also allowed in Frigidaire Corp. v. Industrial

Ace. Com., 103 C.A.27, 283 P. 974 where an employee was required by his

employment to travel between various cities by public transportation, '

and he was struck and killed, while standing on the edge of a rail_oad

station platform adjacent to _he street, by a stray bulle= fired by a

policeman at a suspected criminal. "

In considering whether an injury arose "out of" and was "proximately

caused" by the employment, questions of workmen's compensation are not

controlled by common-la_ rules of proximate cause applied in tort cases,

and reasonable doubts whether an injury is compensable should be resolved

in favor of the employee. _cuck Ins. Exch. v_u.Industrial A.cc. Com. _ 27

C.2d 813, 167 P.2d 705; 55 Ca_1. jut. 2d 69. An employee was even entitled

to compensation where he was injured by reason of the collapse Of a floor

above his work room, _hough the collapse was not due to a structrual
t

defect, but _athe_ _o an unauthorized use G tenant made of the _om

above. Kimh,l vu.._ndustrlal Ace. Com., 173 O, 351_ 160 _, 150,

1
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Lab. C. _ 3600 provides as a condition of compensation tha_ an injury

=o an employee must arise out of his employment. _is requirement refers to

a causal connection between the employment and the injury• Scot____tv.__.Pacific

Coast Borax Co., 140 Ca1.App. 2d 173, 294 P.2d 1039 (1956). Madi.__nv_=.Indus__._____=

rial Ace. Com._ 46 Cal.2d 90, 292 P.2d 892 (1955) is dispositive of the

liberal interpretation invoked by an analysis of cnusal connection foe

conclusion that an injury arou_ out of employment. In Madi.._n_the

employees were a husband and wife who were on 24-hour duty as care-

takers and managers of rental property owned by their employer. They

were injured when a bulldozer, which was being used on property in

the neighborhood, was started by some boys and pushed through the walls

of their bedroom. Neither the bulldozer nor the boys were under con_ro_

of the employer. In finding that the injury arose out of the employmen=p

the court held that a _u¢_..._._,,_........._=_o==_ connection be_een the injury

and the employment is shown where =he employment was a contributory

cause of the injury, that where =he injury occurs on the employer's

premises while .=he employee is in the course of his employment the

injury also arises out of the employment.unless the connection is so

r

remote from the employmen_ that it is not an incident _hereof, and

that an injury can arise out of the employment even though the employer

had no ¢onnectlon with or control Over the force which caused the injury.

Madin also held that an injury is compensable where the employee

is brought into a position of dangerby the employment even though the

risk could not have been forseen by the employer. The case also stated

that all reasonable doubts as to whether an injury is compensable are

to be resolved in favor of the employee.

O

In Wiseman v. Industrial Ace. Comm., 46 Cal.2d 570, 297 P.2d 649

the principles of Madi__n were.held to permit compensation to the family

of an _mployee who was hurned,;o death as a result of careless smoking
i

in a ho_el room while in the course of his employment. The decision

is another reflection where the court fel_ _hat the employee's injuries

were sufflc_ently connected wi_h the employmen_ to be said to arise

therefrom,
t
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EMPLOYER'S LL%BILIYY FOR INTENTIONAL TORTS:

An employee intentionally assaulted by his employer has a

choice of forums inwhich _o seek recovery, and possibly a choice

of remedies. Carter v. Superior Ct., 142 Cal.App.2d 350, 21C.C.C. 234,

It is well settled that an employee may assert that the injury

occurred by reason of a risk or condition incident to the employment,

no_withstanding the fact tha_ i_ was intentional, and seek compensation

before the Workmen's Compensation Appeals Board; or he may treat his

injury as not having arisen out of and in the course of employment

and seek damages in an action at law. Azeved_ v. IoA.C____=_.,243 Cal. App.2d

379 (1966). But of course an employee may not recover both compensation

benefits end da_es. Carter v. Superior Ct., supra,

The leading, and#quite unlque)case upholding civil liability of

an employer who was also liable for compensation benefits is _v:..

Shane, 39 Cal.2d 781, 249 P.2d 8 (1952). in_ the employer,

a chlropractor_ treated the employee for the industrial injury and was

held to be subject to a malpractice action for. aggravation of the injury

Jus= as he would have been if he had not been _he employeE.

SERIOUS AND WILF_LMISCONDUCT:

a) Serious and Wilful Misconduct of Employer.

t

•li
.Z.

o

, °,
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o
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if an employee is injured through serious and wilful misconduct of

the employer or certain designated employer representatives, he is entitled

to an increase of one half in the amount otherwise recoverable, to the

maximum increase of $ 7500.00, plus costs and expenses not to exceed

$ 250.00. Lab. O. Q 4553. This action is directed agains_ the employer,

not the _nsurance carrier, _nce _he latter canno t insure agalns_ such

liability, Ins. C. _ I1651.' .
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inky. LA.C., 55 C.2d 261, 359 P.2d 34 an injured employee

pre_ented a good claim of serious and wilful misconduct against his

• employer when he established that the employer's representative

o_dered him into a known place of danger, knowing that injury would

result if a motor was started, without taking some precautions to

protect against the known dan_erw In Gordon v. Industrial Ace Com.

199 Cal. 420, 249 P. 849 an 4mployee was killed in a cave-ln of a

gravel pit. It was held that compelling an employee to work in a

dangerous spot, without takin E protective measures, and where the

employer knows or should know of the danger.constitued serious and

wilful misconduct.

The leading California case on the meaning of serious and wilful •

misconduct, Mercer-Fraser v. I.A.C.I 40 Cal.2d 102, 2_z _.za..........._

made it clear that negligence of any degree, including gross negligence,

does not constitute serious and wilful misconduct. The rationale being

that negligenq misconduct does not involve an intention to perform an

act that the actor knows will probably cause harm. In determining the

meaning "serious and wilful misconduct" of the Lab. C. _ 4553, the court

quoted judicial interpretations of "wilful misconduct" under the

automobile guest statute (Veh. C. _ 17158), and concluded that."serious

and wilful mlsoonduct" cannot be established by showlng acts any less

culpabl&% any less deliberate, or any less knowing or intentional, than

is required to prove "wilful misconduct".

b) Serious and Wilful Misconduct of Employee:

Where an employee's injury is caused by his own serious and wilful

misconduct, the compensation otherwise recoverable is reduced by "one-

half. Lab. C. _ 4551. Exceptions are made where the injury results in

death (Lab. C. _ 4551a); permanent disability of 70 o/o or over (Lab.

C. _ 4551b)i from the employer's failure to comply with any safety law

or order • (Lab. C. _ 4551c) or, where the injured employee is under

sixteen years of age at =he time of the injury (Lab. C. § 4551d).
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Where none of the above exceptions favor the employee, and bo_h the

employee and the employer are guilty of serious and wilful misconduct,

normal compensation is awarded. Walker v. Artic Ice Mach. Co., 19 I.A.C.

48. _c.e standard used for serious and wilful misconduct is the same

for employer and employee• i

If a •workman is unaware of the danger involved in his act, tha!

element of wilfulness to risk that danger is missing and therefore his

......c. cannot be serious and wilful. Brooklyn Minin_ Co. ,, !.A.C.,

172 Cal. 774, 159 P. 162 (1916). _e ruling would be otherwise if the

danger is obvious to any person with the workmen's experience, and the

workmen deliberately enhances that danger by removal of a safety device,

.Bsyshore Laundry Co. v. I.A.C._ Z6 Cal. App. 547, 172 P..I128 (1918).

ASSUMPTION OF RISK: ANALYSIS OF CALIFORNIA CASE LAW

The defense of assumption of risk in California is quite narrowly

confined and restricted by two requirements: first, that the plaintiff

must know and understand the risk he is incurring, and second, that

his choice to incur it must be entlrely free and voluntary. This

rationale was aptly explained by Presser, in his book on Torts

(2d ed. 1955) page 309:

"Knowledge of the risk is the x_atchword of assumption of risk.

Ordinarily the plaintiff will not be taken to assume any risk

of conditions or activities of which he is ignorant. Furthermore,

he must not only know of the facts which create the danger, but

he must comprehend and auureciate the danser itself ...... If
because of age, or lack of information or experience, he d_es

not comprehend the risk involved in a known situation, he will
not be taken to consent to assume it". (Emphasis supplied)

i

#Z
b

The above analysis by California's leading tort expert would lead to

a_ inference thaE if the employee was "not fully apprised of the risk",

or if the Injury involved was "beMond =he r_sk #xplained to his%", the

employee could not _egall held _o, assum_ a r£_ he did not comprehend

o_ appreciate,
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Prosser's definition of assumption of risk has frcquenely been

s_ated and applied by California courts. In Saeter v:..Harley Davldson

_[otor Co., 186 Cal. App. 2_ 248, it is pointed out that before the

doctrine is applicable the victim must have "appreciation of the

danger", and that such requirement is independent of the requirement

of actual genera% knowledge of a danger. In other words, actual

knowledge of a danger is not _n_erchangeable with appreciation of

the risk. In Vierra v. Fifth Ave Rental Service, 32 Cal. Rptr. 193,

383 P.2d 777 (1963) the court held that the fact that the plaintiff

is fully aware of one risk, does not mean that he assumes another of

which he is unaware. Thus where plaintiff building occupant knew onl M

of danger from flying particles of concrete within a range of seven

feet from the work of cutting a door through concrete in a wall, he :

did not assume any-risk of injury at a'a_tance of at least ni_e fee_

from a flying fragment of steel from a tool being used. The court

32 Cal. Rptr at 196 further sca_ed:

0
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"To warrant the application of the doctrine the evidence must

show thai the victim appreciated the specific dan_er involved,

He does not assume any risk he does not know or appreciate.

Stated another way, before the doctrine is applicable, the

victim must have not only general knowledge of a danger, but

must have knowledge of the particular dang£[, _hat is,

knowledge of the ma_nltude 0f the risk involyed." (Emphasis

supplied)
I
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Actual knowledge of the existence of a specific danger is an

essential and indispensable element of the defense of assumption of

the risk. It is not enough that the plaintiff should have been aware

of that danger. There must be evidence sufficient to show that he was

actually aware of it. This element of the doctrine has been found"

missing in a number of different factual situations by California

courts. In Bee v. Tungsta_" Corp., 65 Cal. App.2d 729, 151 P.2d 537
,_._

it was held that an invitee._ho knew of the general danger in riding

in a bucket of the mine owner's aerial _ramway, did not assume the

risk, of which he had no specific knowledge, that the traction cable

was _nproperly spliced,
t
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In }[idden v. Malinoff , 174 Cal. App.2d 845, 345 P.2d 499, _he decedent

stopped out of his car on_o _he traveled portion of a main highway in

the nighttime. Traffic w_s heavy and he was warned by his wlfe not to

open the hood of the car which opened from'the side towards the traffic.

Plaintiff alighted from the car, turned his back to oncoming traffic

and was hit by defendant's negligently operated car. Obviously plaintiff

must have known that it was dangerous to do what he did, and the appellate

court so held. But it. also held that it was prejudicial error to instruct

on assumption of rlsk because there was no evidence that plaintiff knew

o{ the actual risk involved, namely the negligent operation of the

defendant's car.

Hall v. Maceo Corp., 198 Cal.App. 2d 415 is a case involving two .

separate dan_ersp one known n_ one "-_....... v. ._.-_ _--= _,-- _ --*o-,

of assumption of risk instructions was upheld where the plaintiff was

wa:ehing a burning bridge when a gas line under the bridge, of which

the plaintiff had no knowledge, exploded. Plaintiff knew of the

general danger of approaching the burning bridge but not of the specific

danger of the gas line. In Hook v___.?oint Men!are Fire a etc., 215 A.C.A. _

III, 28 Cal. Rptr. 560, i_ was held error to instruct on the doctrine

_here the plaintiff may have known of the general danger of walking

into a darkened room, but did not know that the floor level was nine

inches lower thah the thresold of the door. The court reasoned:

" .... before one can consent to assume a risk he must have knowledge

of the particular risk to which he is consenting..,.."
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As stated in Dutcher v. City of Santa Rosa High School District ,

I_7 Cal. App.2d 481, 290 P.2d 318: "before the defense of assumed risk

can succeed the evidence must disclose either actual or implied_nowledge

of the risk and an appreciation of the magnitude thereof". In Dutcher

an action was brought against a high school district and an automobile

mechanics teacher for death, bf the first student and injurb= to a

second studant as a result of a_ explosion which occurred at _h_ high:.

school,' "l_e explosion occu_re_ when a third studen_ attempted to _urn

a hole in an automobile_ which had an ope_ gasoline tank with an

acetylene torch. The court in con_iderln_ the defen_e of assumption

of _isk reasoned:
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"To be sure, they knew that the student was operating a torch,

but there is no showing that they knew either how close the

tank that exploded was _o the flames and sparks being emitted

•by the torch or that they appreciated the danger of explosion

if flames or spa=ks from the torch ignited gases issuing from
the tank".

It is now clearly seen that" in addition to knowledge of the condition

creating the risk, an appreciation of the magnitude of that risk is a

vital element in the defense of assumption of risk. Knowledge of the

exact risk is essential if an adequate comprehension and appreciation

of that risk is to be found. _nerefore an employee injured in the ARC

centrifuge cannot be said to have assumed a risk he is "not fully

apprised of" or of'an "injury beyond the risk explained _o hi_'. _f the

risk is beyond that explained to him or he is not fully apprised of i_,

how couldhe possibly comprehend and appreciate the danger?

f

e

FEDEP_L TORT CLAIMS ACT:

_e Federal Tort Claims Act permits recovery on claims for money.

damages "for injury or loss of property, or personal injury or death

caused by the negligent or wrongful act or omission of any employee of

the Government while ac_ing within the scope of his office or employmaS=,

under circumstances where the United States, if a private person, would .

be liable to the claiman_ in accordance with the law of the place

where _he act or omission occurred"• 28 U.S.C. _ 1346(b). Claims

arising out of assault, battery and other specified intentional acts

are excluded from coverage under the Act. 28 U.S.C. E 2680.
• o

Thus while federal law and the Rules of Civil Procedure control

_he procedural aspects of .the suit under the Tort Claims Act, i_ is

state law that determines ,Whether the ultimate facts give rise to a

cause of action in favor of the claimant. Richards v. United Stat es_

569 U.S. I, (1962). State characterization of wrongful conduct as b_ing

either a battery o_ as negligence is therefore determinative of recovery

unde_ _he Federal _or_ Claims Ac_.
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The following analysis of California tots definitions may shed

l_n= upon possible characterizazion by that State of conduct deemed

actionable as an intentional tor_ Or as negligence. Presser defines

"bat=cry" as the "unpermittod, unprivileged contacts with his person,

caused by acts intended to result in such contacts, or the apprehension

of _hem, directed at the ocher or a third person". Presser on Torts

(2d ed. 1955) § 9, p. 30. The essence of the tort of battery is the

intentional act by the defendant. He must intend a result to follow,

m._. believe _ha_ the result is substantially certain to followor "_"

from his act. Presser, supra, Q 8, p. 29. _ne act must cause, and

must be intended to cause, an unpermitted contact. Mere negligence,

or even recklessness, which creates only a risk that the contact will

result, may afford a distinct cause of action in itself,'bu= under

modern usage of the term i= is not enough for battery.

• _

7

f,

• _

i'

" i"

I,

[

[

!:
,' . fi

IC seems reasonable toassume _ha_ those in charge of the ARC

centrifuge would not intend _o injure, or place employee's where they

believed =here'was a substantial certainty that an injury would occur•

If this assumption is valid, an injury "beyond the risk explained" or

"not fully apprised of by the employee" should not 5e characterized

by California courts as a battery. _ne essential element of intent

would be lacking. __t seems mos_ probable that the terms "wrongful ac="

would be expande4 to encompass this tortious conduct which caused the

injury.

Could operation of the ARC cenCrifuge fall within classifaction

• of an ultrahazardous activity? Presser, _, p. 532 (3d ed.) states

that he feels "experimental aircraft and military planes not designed

primarily for safety" should come under this category. However, H_rris

v._u.United States, 205 F.2d 765 held =hat under the Federal Torts Claim

Act some misfeasance or nonfeasance is necessary because the Act does

not impose liability without'fault. This does not mean that inherently

dangerous activltles have no_ been successfully argued to establish

governmental liability Under _he _ederal Torts Claim Ac_. Lester S
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Jay_on: Handling Federal Tort Claims, _ 214.01, fn. 2, p. 9-19

lists a number of cases where liability for injury from an

inherently dangerous object was denied or found to exist depending

upon the proof of negligence established by the plaintiff. E%erefore

the ultrahazardous nature of the ARC centrifuge might be successfully

used to establish negligence agains_ the Government where an injury

is proximately caused by operation of the ARC centrifuge.

if the claimant sustains damage through the conduct of

government employees which is regarded as tortious and actionable

under state law, but which does not constitute negligence or one of •

the expressly excluded claims, it very likely will be held "wrongful"

and therefore actionable under the Tort Claims Act. Jayson, _,

214.'04. in light of the inherently dangerous activity involved

in the use of the ARC centrifuge, combined with the use of res

ipsa loquitur a cause of action framed in negligence might be

sustained from almost any injury proximately caused by =he use

of the ARC centrifuge.

FEDERAL _MPLOYER'S LYABILiTYACT

As a last resort the injured party may argue that he was performing

beneficial services for _;he Federal Government in a capacity which

infers that he should be classified as a government employee• Because

only Congress can authorize federal employees, the Court of Claims in

Washington D.C. would resolve the issue• in the past the court has

been very liberal in finding _he claimant to be an employee so tha_

recovery under the Ace may be sustained.

The Supreme Court in Tiller v. Atlantic Coast Line RoR. Co.,

318 U.S. 54, 63 Sup. Ct. 44.4, held _hat "every vestige of the doctrine

9f assumption of risk has been abolished" under the Federal Employer's

Liability Act. This is also the case under the Federal Employees'

Compensa=io_ Act| 5 U.S.C. _ 8144.
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_N2 AT_ UA_DER C_LIFOENIA WORKMEN'S COMPENSATION

a) Death Benefits:

The enclosed schedules should list _he variou_ benefits provided

by _hc Act. When employee sustains industrial injury that proximately

causes his death, his dependenSs are entitled _o a death benefi_

consisting of an indemnity payment and an allowance for burial

expenses. Lab. C. 0 ; 4700-47.08.. The benefit in cases of total

dependency i_ $ 17,500 for industrial injury resulting in death.

Where _bere is a surviving widow and one or more dependent minor

children, the award will be $ 20,500. A burial allowance of up =o

$ 600/ is allowed in all cases. The death benefit in partial

dependency is four times the amount contributed to =he support of

_he dependents by the employee during _he year preceding the date

of injury, payable a_ the same weekly ra_e as the deceased would

have received on the basis of temporary total disability indemnity.

The total payments are limited _o at/aggregate of $ 15,000. Lab. C. _ 4702.

J

b) Permanen_ Disability:

Where _he effects of an injury cause a loss of earning power, or

impairmenu of the normal use of a member, or a competitive handicap

in the open labor mai:ket, the_e is a_ least a "partial pe_manen.t

disability" and the worker will be entitled to compensation based

upon "_he degree 6f this disability.

_%e degree of disability is "rated" in terms of "percen_ of

permanen= disability". Each one percen_ of permanent disability

equals four weeks of paymen=s. Payments are based on _he earnings

or earning capaei=y of the disabled worker, with a maximum of

$ 52.50 per week. ,

i•

!
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To compute a rating, _he Division, insurance companies, and

a_torneys make use of the Permanen_ Disabiii_y Rating Schedule
_._

a yardstick which provides a'fair me_hod of uniformly evaluating

a disability in terms of dollars and cents, takin_ into consideration

_he nature of the injury and _he age and occupat$on of the worker, and

ability to compete in the open labo_ market.

%

..,. c) Temporary Disability;

See enclosed schedule fo_ weekly disability payments.
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40 U.S.C. _ 290 ,i

STATE WOR/(MEN'S COMPENSATION LAWS; EXTENSION TO BUILDINGS AND WORKS OF U.S.

"_atsoever constituted authority of each of the several States

is charged with the enforcement if and requiring compliances with the

State workmen's compensation laws of said S_ates and with the
i

enforcement of and requiring complicnce with the orders, decisions, i

and awards of said constituted authority of said States shall have

the power and authority to apply such laws to all lands and premises

owned or held by the United States of America by deed or act of

cession, by purchase or otherwise, which is within the exterior

boundaries of any state and to all projects, buildings, constructions,

improvements, and property beA0nQ_no to the United S_ates of America,

which is within the exterior boundaries of any S_a£e in the same way

and to _he same extent as if said premises were _ae_ =he exclusive

_urisdictlon o_ the sta_e within whose exterior boundaries such place

may be." ,- i
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For Injuries Sustalnod On and AftEr So,:ember 15, 1951

V/_L:'KLY i W_EI_LYCON, PEH$_'." ..-,;',I COMPE_SA';IOH

Weekly

WaGes

$32.39

35.00

40.00

40.4_

45.00

• 50.00

55.00

60.00

65.00

70.00

75.00

80.00

85.00

85.02

90,00

95.00

100.00

105.00

110.00

I 'I3.36
• OVER

'or_porory Pormcnent

D;mbility Di'=obii!ly

$25.00 $20.00

25.00 21.61

25.G0 24.70

25.00 25.00

27.79 27.79

30.88 • 30.3_

33.96 33.96

37.05 37.05

40.14 40.14

43.22 43.22

46.31 46.31

49.40 49.40

52.49 52.49

52.50 52.50

55.58 MAX.

53._6

61.75

64.84

67.93

70.00

I Tampo'a_ [
l;.or.t.My _ 1 L'4;_'I_ii'WOO<== ....

$_o.3_ ,_25.oo

150.00 25.00

175.41 25.C0.

•1_O.GO 25._,5

20,3.00 ,.,_._0

220.00 31.35

240.00 34.20

260.00 37.05

2_o.oo 39.9<

3c0.00 42.7:

323.00 45.6_

3_0.00 43.45

360.00 51.3_

36_.42 52.5_

5-+.I.380.00 _ '

400.00 57.0_

420,03 59.&

440,00 62.7_

460.00 65,5,

4_,0.00 68.4(

491.22 & 70.0(
OV_._

Pot_clnon|

O;t(_bilhy

$20.00

22.30

25.00

25.65

2C,.50

31.35

34.20

37.05

39.90

42.75

45.60

48.45

51.30

52.50

MAX.

NOTE= The role of wo_.kly compon;ot;on in mo;t c_ses is based upon the

crop'aT=o's cornings at t;r,_o of injur/+ but it may vary dopond;n 0

upon the facts in each case. _f the d=_o of your iniuty was bolero

September 15, 19,$I, your ¢ompensat;o,_ rata for ©ithe¢ temporary

or permanent d;sob;;;_y may be different from the chart Ihown

above. Thls is the most recant rovlxIon and ;s doted accordingly.

In oddlt;on to money _oymont_ tips, moo/s, room+ and other

advantognl furnished by+ the employer ore to be Included In cal-

culallng aatnlngl for co+_n_en_ofion purpolul. •
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